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Introduction 
 

1. Go to the myIRB website: https://my.irb.ufl.edu 
 

2. Click the “Login” link located on the right side of Home page: 
 

 

 
 
TIP:  If you have not previously registered for a myIRB account, when you click the Login link, 
the myIRB registration page will appear. The registration page will be pre-populated with 
information obtained from your Gatorlink account. Please update/complete all mandatory 
and editable fields and submit. Registrations will take approximately 48hrs to be finalized. 

https://my.irb.ufl.edu/
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3. Next, login using your Gatorlink username and password.  This step will only appear the                
first time you register for a myIRB account. Once your myIRB account is established, click the 
Login link in the upper right corner of the previous screen.  The screen below will appear after 
clicking on the login link.  Once there, enter your Gatorlink username and password.  Then,       
you will be redirected to myIRB home. 
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"My Home" Personal Folder 
 

After logging in to the IRB site, you will be redirected to the myIRB Home Page.  From here, 
click the “My Home” tab.  This is where you can access and edit your studies. 
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The default tab will always be your Inbox, which includes all submissions that require some  
action by you (e.g., new studies, reportable events, continuing reviews, or revisions).  The  
Studies tab (located to the right of the Inbox tab) will list all studies to which you have access. 
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Create New Study 
 
In the role of PI or Study Staff, you can create a new study by clicking the New Study button in 
the column on the left side of the page. 

 
The IRB Study Number is assigned automatically the first time you save the study or after you 
complete the first page of the SmartForm and click Continue.  

 
 

 

         TIP: While accessing the myIRB website, ensure your web browser is configured to allow pop-ups.  

This is your 
study number  
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Working with SmartForms 
 
The myIRB system uses SmartForms to guide you through your project submission.  The system 
will present only those SmartForms and questions which are relevant to your study based upon 
your previous responses. 
 
While completing each SmartForm, you can provide information by:  
a) typing directly into text boxes; or  
b) copying text from another document and pasting that text into the appropriate box.  
 
Relevant documents can be uploaded where indicated throughout the submission. 
 
TIP: Throughout the SmartForms, required fields are marked with an orange asterisk *. 
 
Researchers can navigate to SmartForm pages by clicking the desired SmartForm title in the 
Left Navigator.  This navigator simplifies the process of searching for a particular SmartForm.  
This feature also provides an overview of remaining SmartForms to be completed.  Study teams  
can Exit, Save, or Continue by clicking on the appropriate button in the lower right corner of  
the screen.  See screenshot below:  
 

 
 
 

Note placement of Exit, 
Save, and Continue buttons. 

Left Navigator 
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As you advance through the SmartForms, the system will notify you of submission errors.  If 
you make an obvious error on a SmartForm and attempt to advance to a new page by clicking 
Continue, the original page will reload and you will receive a Validation Failed message.  See 
screenshots below for an example of an error message as well as the source of the error:  
 
Error message on reloaded SmartForm: 

 
 
Source of error on SmartForm: 

 
 
 
Some screens will also have an Add button (see screenshot 1 below). This button opens a 
new window with additional, item-specific questions (see screenshot 2 below). On the sub-
page, you can upload documents and add document-specific information.  The system will 
also present you with the options of OK, OK and Add Another, and Cancel.  If your study 
requires the submission of multiple documents, submit each document separately here.  For 
each document, remember to provide additional information as required. 

 
 
 

Cannot select both, 
hence the reason for 
the error message. 
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     Screenshot 1:         

              
 
 
 

Screenshot 2: 

 
 
Some questions will allow you to select from a drop down list by clicking on the ellipses (e.g., 
UF site locations).  On the next screen, you will be prompted to select specific site(s).  You can 
do so by typing the information into the search bar preceded by the ‘%’sign.  See screenshots 
below: 

 
 

 
 

 
 
 
 

Type file name 
 

Upload file by clicking here 
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Click here to open sub-
page (second screenshot) 
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TIP:  To progress through SmartForms, use the Continue button at the bottom of each 
SmartForm.  
 

 

 
 
 

TIP: During your initial pass through the SmartForms, use the Continue button to advance 
to the next page.  Using Continue for the initial submission is essential.  By doing so, you will 
be prompted to complete all appropriate SmartForms for your type of submission. 
 
 

 
 

 
 
After editing a SmartForm, click Save or Continue to save your progress.  Note that some pages 
require you to upload documents (e.g., The Questionnaires, Surveys, and Tests page).  On those 
SmartForms, save the page before clicking Continue to ensure uploaded documents are saved.   
 
 

Left Navigator:  E.g., clicking on the 
“Study Locations” link in the menu 
will redirect you to that smartform. 

Click the Continue button to advance to 
the next relevant smartform. 

Remember:  The branching logic (i.e., the pages you see throughout 
your submission) is predicated on the consecutive completion of 
smartforms and questions during your initial project submission. 
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To exit a SmartForm and return to the Study Workspace, click Exit. 
 

 
 
 

 
 
 
     TIP:  Save often, but remember that you do not need to complete your submission at one time.   
 
         
 

Study Workspace 

Clicking Exit will redirect you to the 
Study Workspace (next screenshot) 
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        To check the progress of your submission, visit the Study Workspace (screenshot above).  From 
        there, click View SmartForm Progress on the left side of the page to open a window which will 
        provide a status report on the SmartForms. Each will be listed as Complete, Incomplete, or Not  
        Required (see screenshot below).  
 



Researcher Manual v. 9-11-2023 Page 16 of 
 

 

Validate 
 
To receive a system-generated report of missing information while within a SmartForm, click 
the Validate button in the upper left corner of any SmartForm.  Doing so will expand the 
menu and provide information about incomplete SmartForms (see screenshots below).  

                

     
 
 
 
 
 

 

Look in the Left 
Navigator to 
find Validate 
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TIP: A study cannot be submitted for IRB review until all errors have been addressed and  
        study personnel have completed all required trainings. 

This expanded menu will 
appear after clicking Validate 

Sections with 
green checks 
are complete 

Pages with red 
circles are missing 

information 
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Agree to Participate 
 
Before an application can be submitted, each person identified as part of the study team 
must Agree to Participate.  To complete this task, open the Study Workspace and click Agree 
To Participate under the My Activities sub-heading.  See screenshot below: 

 

 
Each person listed on the Study Title and Staff SmartForm is considered part of the research  
team and must Agree to Participate in the project.  To confirm participation, study staff must:  
 

1). Agree to take part in the research 
2). Declare any Conflicts of Interest 
3). Confirm their Researcher Affiliation 
4). Review/update their contact information (see screenshots below) 

 
 

NOTE:  All study staff, including the Principal Investigator, must Agree to Participate. 
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Agree to participate? 

Conflict of Interest? 

Researcher Affiliation? 

Upload supporting 
documents (if needed) 

Confirm/update contact information 
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In addition, study teams can see who has agreed to participate on the Study Workspace. 
 

 
Researchers can also click Send Email to Study Team to notify the study team that they 
need to Agree to Participate (see screenshot below). 

      TIP: If a team member does not Agree to Participate in a timely manner, you can remove  
                     them from the study during your initial submission and add them later via a Revision. 



Researcher Manual v. 9-11-2023 Page 21 of 
 

 

PI Proxy 
 

PIs can designate one Co-Investigator on the study team to serve as PI Proxy. This person can 
submit revisions, reportable events, and continuing reviews if the PI is unavailable to do so. 
The PI Proxy is a “function” that can be assigned to only one Co-Investigator per study.  

Adding a PI Proxy can be done during the initial project submission or after the fact with a 
Revision (which will require IRB approval).  The PI Proxy, once approved, is afforded all the 
same functions as the PI.   

When a PI Proxy is added to a study, that person must agree to participate in order to accept 
the function.  If a PI Proxy is not designated prior to initial study approval, the PI would need to 
submit a revision to add a PI Proxy.  A Revision is also required to delete a PI Proxy (see p. 23). 
 

TIP: It is best practice for a PI to designate a PI Proxy when first submitting a study.   
 

        To designate a PI proxy, follow the instructions in the screenshots below:  

 

1) Go to Study Title and Staff SmartForm 

2) Add study staff by clicking here 
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If a PI Proxy is added when the study is initially submitted, the PI must certify that the 
individual they designated as PI Proxy is qualified to serve in that role.  See screenshot below:  

4) Click to designate as PI Proxy  
(only one PI Proxy allowed per study) 

3) A new screen will appear.  From there, select that person’s 
Name, their Role on Study, and all relevant Study Functions 

5) Click OK or OK and Add Another 
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Deleting a PI Proxy 
 

A PI must submit a revision when deleting the function of PI Proxy from a co-investigator.  

A reminder that the PI Proxy has the same rights as the PI, including the ability to: 
• Submit or withdraw revisions, adverse events, continuing reviews, etc. 
• Withdraw a study entirely. 

 
The only time the PI is notified of study changes is if the PI Proxy attempts to delete the PI  
from the study.  Otherwise, the PI receives no notifications about study activities carried 
out by the PI Proxy. 
 

 
When selecting a PI Proxy, it is the PI’s responsibility to confirm that the co-investigator: 

 

• Is qualified to fulfill the role of proxy (i.e., a research coordinator cannot perform 
duties that are best completed by an MD) 

• Has the appropriate roles assigned to them to intervene as necessary (i.e., a lab 
manager should not consent subjects if their role states that they will not have any 
interaction with participants) 
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Application Submission 
 
Only the Principal Investigator can submit a study for IRB review.  To submit a study, open the  
Study Workspace and click Submit Study under My Activities on the left side of the page:  

 
The system will run a final validation check on the full application before submission. If errors  
exist, they will be displayed.  Your application cannot be submitted until all errors are resolved. 
 

TIP: As discussed on pages 16-17, the person who creates the study can use the 
Validate function in the Left Navigator to see errors before asking the PI to submit. 

 
TIP: Clicking Finish in the final SmartForm page does not submit the study to IRB.  

 
Once all study team members agree to participate and the application is submitted, the study will  
automatically be routed to the required persons in the review process.  Also, after the PI submits  
a study, the Current State of that study will be updated from Pre-Submission to IRB Staff Review. 
See screenshots below. 
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    Routing process for study submissions: 

                    
 

After study is submitted, the 
Current State will be updated from 
Pre Submission to IRB staff review 
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Progress Notifications 
 
myIRB automatically sends email notifications to the study team when significant events occur 
in the review process. Be sure to keep your email address current in the myIRB system! 

 
The study team will receive notifications at the following times: 

• When IRB is asking the study team to provide more information 
• When IRB is asking the study team to make changes to the project submission 
• When IRB has official actions/updates for the study team (e.g., when the application is 

scheduled for a full board meeting, if an application is approved/disapproved, etc.) 
 

Study teams can also check the progress of their application at any time by opening the Study 
Workspace from your Personal Folder and reviewing the History tab to display a list of the 
actions you have permission to view. 
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Tracking Your Study Through Review  
 
Once your study has been submitted to the IRB office, the review process will begin. 

Depending on your submission, your study could be in any of the following States: 

IRB Staff Review – IRB staff pre-review process. You may receive questions you need to 
respond to before the study can advance past this state. No further action is required by 
you when the study is in this state.  

In Exempt Review – Study has been assigned to an exempt reviewer. No further action 
is required by you when the study is in this state. 

In Expedited Review – Study has been assigned to an expedited reviewer. No further 
action is required by you when the study is in this state. 

Assigned to IRB meeting – Study has been assigned to an IRB Full Board Meeting* and 
appropriate reviewers. In this stage, you may receive study-related questions from 
reviewers. To make changes while a study is in this stage, contact the IRB office to 
request Removal From Agenda. Once complete, the IRB office will send the study back 
to you in a state where you can edit your submission. 
 

TIP: Remove From Agenda with caution. Your study may not be reassigned to the 
same meeting depending on your response time and the deadline(s) for that meeting. If 
changes are needed, it may be preferable to respond to all reviewers after the meeting. 
 

 

*IRB Full Board Meetings are scheduled for the 1st and 3rd Wednesday of each month.   
 

For a schedule of meetings and submission deadlines, click this link:   
 

https://irb.ufl.edu/irb01/irb-01/deadlines.html 

https://irb.ufl.edu/irb01/irb-01/deadlines.html


Researcher Manual v. 9-11-2023 Page 28 of 
 

 

Responding to Reviewer Notes 
 
When the IRB staff or reviewers have questions or request changes, studies will be returned to 
the PI/study staff inboxes. The State of the study will be updated to Changes Requested by… 
IRB Staff or by Exempt/Expedited Reviewer. 

 
 

 
     TIP: The study will show up in the myIRB inboxes of all study staff who have agreed to   
      participate, so your team should establish a plan for who will respond to change requests.
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To open the study workspace and respond to questions or changes, follow these steps: 
 
1). Log-in to the myIRB website:  https://my.irb.ufl.edu 
2). Select the My Home tab (top of screen) and the Inbox tab (middle of screen). 
3). Next, look for the study in your Inbox and click the Hyperlinked Study Title. 
  

 
 
4). You will then be redirected to the Study Workspace.  From here, click Edit Study. 

https://my.irb.ufl.edu/
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From here, the PI can view all Reviewer Notes.  To locate reviewer notes, look at the Left 
Navigator.  In that menu, you will see gold caption with numbers inside.  Each SmartForm   
that has this box next to its name has a reviewer note enclosed.  The number in the boxes 
corresponds with the number of reviewer notes left on that SmartForm.   
 
To view notes, first click on the relevant SmartForm in the Left Navigator: 
 

 

The Left Navigator will display gold 
captions which denote those SmartForms 
where Reviewer Notes were added 

Click the SmartForm title to navigate 
to that page and view the note(s) 
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Once you have navigated to a SmartForm with a reviewer note added, click the icon(s) of  
the gold caption to open the comment(s).  
 
 

        
 
 
 
 
 
 
 
 
 
 
 
 

Click icon(s) to see 
reviewer notes 
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Clicking the icon will open a new screen with the comment enclosed.  From here, click Reply,  
and then enter your comment/response.  When complete, click OK:  

   
        

 
 
 

The system will track which comments have been reviewed and addressed by the presence or 
absence of a red dot on top of the gold caption: 
 

                                                 

Reply command is 
located here but 
disappears once clicked  

Type comments in text box  
 
Click OK when finished 

No red dot = Comment 
has been addressed 
 

Red dot remains = Comment 
has not been addressed 
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Repeat this process for all other reviewer notes on that SmartForm and all other reviewer notes   
throughout the submission.  You can see the SmartForms which have reviewer notes that still  
need to be addressed by scrolling through the Left Navigator.  
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

SmartForms with 
reviewer notes that still 
need to be addressed 

All reviewer notes 
have been addressed 
for this SmartForm 
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      To access reviewer note(s) embedded in tables, click Update.  Doing so will open a second  
      page which will allow the study team to view and respond to the reviewer’s comment(s).   
      See screenshots below: 
 
 

         
         

       

Red dot remains = 
Comment has not 
been addressed 
 



Researcher Manual v. 9-11-2023 Page 35 of 
 

 

       
      When the PI has responded to all Reviewer Notes, the next step is to submit changes.  This will            
      return the study to IRB for further review.  
 

To submit changes, the PI should first access the Study Workspace.  From there, look for the My  
Activities menu on the left side of the page, and then click Submit Changes.  Clicking that button  
will cause a pop-up window to appear.  In that screen, the PI can make additional comments (this  
is optional).  When ready to submit all changes, click OK.  

 
 

 

Full Board studies that are tabled will require response in the same way. The PI will receive a 
letter in their myIRB inbox that also has links to Reviewer Notes. 

If the changes requested are to an uploaded attachment (e.g., protocol, ICF, advertisements), 
the research team must download the document from the appropriate SmartForm, track 
changes on that document, and re-upload the revised document to the appropriate 
SmartForm.  For a visual explanation of this process, see pages 66-71 of this manual. 

Click Submit Changes 
from Study Workspace  

Then, on the pop-up screen, add any 
comments (optional) and click OK  
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Accessing Letters and Attachments 
 
Once your study is approved, you will receive a status change notification in your myIRB inbox. 
You can access all your approved studies under the Studies tab.  Then, to filter by state, select  
State from the Filter by dropdown menu.  Next, type the command %Approved into the search box  
to see a list of your approved studies. 

 
 

 
 

From here, click the Name of the study to access the study workspace.  Doing so will open the 
History tab where all past events related to your submission are recorded.  Note that Stamped 
Documents (i.e., project documents that have been reviewed and revised by IRB) can be found 
in the neighboring tab on this menu (see screenshot below).  
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To access correspondence, click the links next to the paperclips. You can also view the IRB 
Approval Letter at the top of the screen. 

 
You can access your approved attachments, such as the stamped informed consent, by clicking 
the link next to the paperclip under Finalized Attachments. The informed consent and other 
stamped documents also can be found under the Stamped Documents tab. 

 
 

TIP: Do not print any stamped documents, including the consent form for enrollment, 
from the individual SmartForm page. It is not a finalized, stamped version.  Instead, 
print these documents from the Study Workspace (screenshot above).

Link to IRB Approval Letter 
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OTHER SUBMISSION TYPES 

In addition to the initial study submission, other events may occur during your research study 
which require the study team to inform UF IRB of these developments.   

Such submissions and events include: 

a) Serious Adverse Events (local and non-local) 
b) Non-Reportable Event 
c) Deviations (regulatory or subject related) 
d) Unanticipated Problem(s) 
e) Miscellaneous 
f) New Continuing Review(s)/Study Closures Status Report(s) 

g) New Revision(s) 
 

The link for each of these submission types is in the lower left corner of the Study Workspace.  
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Submitting a New Reportable Event 

When logging in to myIRB, Inbox will be the default tab.  To locate a study and submit a new 
reportable event, begin by clicking the Studies tab. Then, search for the study for which you 
need to submit a reportable event.  See screenshot below: 

 

 
After clicking on the specific study, look in the column on the left side of the page.  There, you will  
see all available submission types.  From here, click New Reportable Event. 
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TIP: Please pay attention to the numeric subscripts next to each type of Reportable Event in 
Question 1.0. Some reportable events can be submitted simultaneously, while others require 
the submission of a separate reportable event. 
 
From here, provide all relevant information on the initial page: 
 

 
 
Depending on how the PI answers the page above, the system will present different 
SmartForms relevant to the details of the reportable event.  Regardless of the nature of the 
event, the PI will be required to answer questions and provide additional background.  And 
irrespective of the specifics of the event, the final SmartForm will be the Reportable Event 
Final Page.  From here, click Finish to finalize the application. 

 

 

 

 

Items with a [1] next to them can 
be submitted simultaneously  
 

Items with a [2] must be submitted individually 

Refer to the description of what 
constitutes an Unanticipated Problem 
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TIP: Clicking Finish does not submit the event to IRB.  Additional steps are required. 

 
From here, return to the Study Summary Page and look in the Inbox for the Reportable Event 
you created.  A red exclamation point denotes Reportable Events. Then, click the Reportable 
Event you need to submit to IRB. 
 

        TIP: Items in the State column labeled Pre-Submission have not been submitted to IRB. 

Final smartform for submission 
for a new reportable event  
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If a reportable event requires Urgent review, 
click “Send Email to IRBA”.  In your message, 
please state why this is urgent. The IRB office 
will mark it “Urgent” when sent to a Reviewer 

Click here 
to submit a 
Reportable 
Event 

 
 

Once the Reportable Event is open, look for My Activities on the left-hand side of the page.   
 
Under that heading, click Submit Reportable Event. 

 
 
 

 

Adv00002216 = This is the 2216th      
adverse event submitted to IRB year to 
date. This also serves as the reference 

number for the event 
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To check the status of the Reportable Event, go to the Studies tab.  From here, click the study 
for which the reportable event was submitted.  Next, click the Reportable Events tab.  Then, 
look at the State column to see the status of the study in the IRB review process. 

 

 
 

Click the Reportable 
Events Tab to check the 
status of your submission 

In the Studies Tab, click the 
study with the Reportable 
Event 
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      Once a reportable event is in the IRB Staff Review state, the only way to withdraw the  
      submission is to contact the IRB office and ask that the submission be returned to the PI.  
 
      To do so, contact IRB via the Send Email to IRBA link under the My Activities heading on the 
      main Study Workspace.  This will ensure the request is added to the study history log. 
 

             
        
       TIP: Once a submission has been withdrawn by the PI or study staff, it is non-recoverable.  
    The only way to resubmit the reportable event is to re-create the entire submission. 

All Reportable Evets will be listed under this 
tab. Notice the State, Last State Change, and 
Date Submitted  
 

This was taken from the test system, so the event was not submitted. 
However, the date submitted appears here 
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Submitting a New Continuing Review or Study Closure 

Note:  If your study is Expedited, you may not have the option of a Continuing Review.  
Expedited studies will have a Status Report option unless IRB has determined that a 
Continuing Review is required. 

To submit a New Continuing Review, follow these steps:  
1. First, log-in to myIRB.  You will automatically begin in the My Home tab. 
2. Next, click the Studies tab located in the middle of the page. 
3. Then, look for and click on the desired study name to open the Study Workspace. 

 

                     
       

 
4. From here, on the Main Study Workspace (next screenshot), look in the column on the  

left-hand side of the page.  There, you will see 3 bolded categories:  
• New Reportable Event 
• New Revision 
• New Renewal/Closure   Select this option 

1 

2 

 3 
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Next, you will be directed to a series of SmartForms where you can input the relevant information    
for your Continuing Review. 

        TIP:  The Continuing Review Number displayed in the SmartForms is the ID# for your CR.        

         

ID Number for the Continuing Review 

Left Navigator will 
display SmartForms 
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Then, follow the system-generated progression of SmartForms until all are complete.  

 

         TIP: Continuing Reviews (CR) and Revisions cannot be in process simultaneously. Therefore,  
         if a CR or Revision is pending approval and a new CR or Revision must be submitted, the PI  
         must choose one of the following options: 

• Withdraw the pending submission and submit the more urgent CR/Revision. 

• Wait for the pending submission to be approved, and then submit another revision 
with the additional changes or the CR. In the interim, when a CR is approved, myIRB 
will automatically renew the most current IRB approved ICF for the new CR year. 

The system will automatically pull responses from the initial study submission and add them 
to these smart forms to remind the PI and study team what they originally submitted.  This 
also helps the study team determine if the study is still following the same procedures. 

Specifically, on the Continuing Review/Study Closure Report SmartForm, the system will pre-
populate the Recruitment Methods that were identified by the study team during initial study 
submission and later approved by IRB.  

If any recruitment methods have changed, you must submit a Revision.  
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Responses from previous CRs will appear on the Subject Information – ICF – Enrolled 
SmartForm, including the dates of the first/last signed ICF (as reported by the study team). 

 

 
Later in the same SmartForm, information will appear regarding the number of subjects who  
have signed an Informed Consent and the total number of subjects who have enrolled on study: 
 

 

 
 
 
 
 
 
 
 

The enrollment reported 
here is cumulative; it will 
include the previous CR’s 
enrollment 

Enrollment from the 
previous year will appear 
here 

Date of 1st and last signed ICF 
(per most recent CR) 
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The Subject Information – Enrollment Summary SmartForm will provide information regarding      
the Total Number of Subjects the PI has been approved to enroll, as well as the total number of 
subjects enrolled to date: 

 

 
 

 

 
 
 
 
 
 
 
 

 

Total number of subjects that 
the PI is approved to enroll 

Total number of subjects enrolled to date 

If discrepancies exist regarding any 
previously reported enrollments, 
describe them here 



Researcher Manual v. 9-11-2023 Page 51 of 
 

 

Upload current CAE and Deviation Tables here.  

Links to the 
templates can be 

found here. 

 

Later, on the Monitoring and Adverse Events SmartForm, remember to upload the current 
Cumulative Adverse Events (CAE) table and Deviation Tracking Log table: 
 

 
 
 
 
 
  
 
 
 
 
 

 
 

  
After completing all SmartForms, click Validate in the upper left-hand corner of the screen.   
This button holds the same function as during the initial study submission.  In other words,  
clicking Validate will display any errors which must be resolved before submitting the CR to IRB. 
 

 

 
 

TIP: The system will allow you to click Finish on the final SmartForm even if errors 
remain in your submission.  However, it is best practice to click Validate before clicking 
Finish so that the PI can resolve any outstanding errors before submitting to IRB. 
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After clicking Validate, the Left Navigator will expand.  There, both the completed and 
outstanding items will be displayed: 
 

      

Completed Items 
are marked with a 

green check 

Outstanding items 
are marked with a 

red circle 
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Scroll through the Left Navigator thoroughly to ensure all outstanding items are resolved.  
Then, after addressing all outstanding items, navigate to the Continuing Review Final Page  
(last SmartForm in the submission).  Once there, click Save, and then click Finish. 
 

 

   
 
 

 
 
 
 
 
 
 

1 2 
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Next, you will be redirected to the summary page for the Continuing Review. From here, look 
for the My Activities heading on the left-hand side of the page.  There, the PI or PI Proxy 
should select Submit Continuing Review to send the CR to the IRB for review.  

 
 
 

 
 

TIP: If a Continuing Review (CR) needs to be withdrawn, the study team may do so.  However, 
withdrawing a Continuing Review is final (i.e., non-retrievable). If a study team forgets to 
include important information when submitting the initial CR, it is best to ask that it be 
returned from the IRB. 
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Submitting a Status Report 

Expedited studies that meet Common Rule requirements are required to regularly submit a 
Status Report. When a study is close to expiration, the PI and study team will receive an email 
notification from IRB regarding the upcoming study closure deadline.  From there, the PI will  
inform IRB if they wish to continue or close the study. 

 To submit a Status Report, follow these steps: 
1. First, log-in to myIRB.  Doing so will automatically redirect you to the My Home tab. 
2. Next, click the Studies tab located in the middle of the page. 
3. Then, look for and click on the desired study name to open the Study Workspace. 

 

                      

 

 
 
 
 
 
 

1 

2 

3 



Researcher Manual v. 9-11-2023 Page 56 of 
 

 

 

Once in the Study Workspace, look for the My Activities menu on the left side of the page.  
 
From there, select Status Report. 
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TIP:  If you select Status Report before receiving a 45 day notification to closure, you will only 
have the option to close the study. If you wish to close the study before its expiration, select 
Status Report and choose “I am no longer conducting this research, please consider the 
project closed.” 

         

  
 
      If the study team wishes to continue the study, the PI should wait to submit a Status Report until  
      after they receive the 45-day notification to closure from IRB.  The PI will then be presented with  
      the following options when selecting Status Report: 
 

• I wish this to remain an ACTIVE research study. 

• I am no longer conducting this research, please consider the project closed. 
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Submitting a New Revision 
        
       After a study has received initial IRB approval, study teams may need to submit revisions in  
       order to update IRB on changes to their study.  To submit a New Revision, study teams will need  
        to follow these 3 steps in order: 
 

1. Complete the New Revision SmartForm 
2. Edit Modified Study  
3. Revise necessary documents (e.g., ICF, Protocol, Flyer, etc.) and attach those documents to 

the Modified Study 
 

To begin the process, follow these directions: 
a. First, log-in to myIRB.  Doing so will automatically redirect you to the My Home tab. 
b. Next, click the Studies tab located in the middle of the page. 
c. Then, look for and click on the desired study name to open the Study Workspace. 

 

                
 

 
 

1 

2 

3 
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• Once in the Study Workspace, the default tab is the History tab.  Here, you can view all 

submission details in chronological order.  You can also access prior revisions for this 
study by clicking on the Revisions tab.  
 

• To start a New Revision, look in the left-hand column of the screen and click the  
New Revision tab.   

 

TIP:  Remember that only one Revision or Continuing Review can be in process at a time.   
 
The only way to submit a new revision is if IRB has approved the previous revision/CR or if the  
PI has withdrawn the prior Revision/CR. If the New Revision link is not available on the screen  
above, a Revision/CR is already in the system pending approval. 

 

If this link is missing, there is 
already a Revision pending 
IRB approval or pending 
continuing review. 

Notice History tab 
and Revisions tab. 
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In this case, the PI must choose from one of the following options:  
a) Withdraw the pending Revision and include it with the new Revision. 
b) Wait for the pending Revision to be approved, and then submit a new Revision. 
c) Wait for the Continuing Review to be approved and then submit a Revision  
   (See Submitting a New Continuing Review on pages 46-54 of this manual, if relevant). 
 

To continue submitting a New Revision, click the New Revision tab from the Study Workspace 
(see screenshot on previous page).  From there, complete the SmartForm, paying special 
attention to Question 1.0.  This question is where the PI/study team will list all changes being 
made to the study under this revision.  Possible changes include, but are not limited to: 

- Adding / removing study staff 
- Adding research-only procedures, tests, questionnaires, etc. 
- Updating protocol or ICF 

 
 Once all data have been entered, click Save and then Continue at the bottom of the page. 
        

 
 
 
 
 
 
 
 
 
 

1 2 
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After completing the first SmartForm, you will be redirected to the Revision Final Page.  
Please review the information contained (see screenshots below).  Once complete, click Finish 
in the lower right-hand corner of the screen to submit the SmartForm.  
 

     
 
 

 
 

Amendment ID # 

Magnified from screen above 

If adding study staff, those individuals must Agree to Participate before submitting the Revision. 
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After clicking Finish, you will be redirected to the summary page for this revision. Note that 
the “Current State” of your Revision is Pre-Submission. 

     

 

If needed, the study team can edit the Revision in the Pre-Submission state. If the Revision 
SmartForms need to be edited, follow these steps: 
 

1. Open the study in myIRB. 
2. Look for the Revisions tab.   
3. Click on the Revision you wish to edit, and on the next screen, click Edit Revision. 

 

After completing the Revision SmartForms, the next step is to access the study SmartForms and 
make the relevant revisions within the study itself. 
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Edit Modified Study 

The Revision SmartForm contains information which informs IRB of the changes which will be 
made to the study.  To edit the study SmartForms to reflect the changes outlined in the 
Revision, click Edit Modified Study on the left side of the Revision Summary page. 

 
 

If your revision involves adding new study team member(s), follow these steps: 
1. Click Edit Modified Study (screenshot above). 
2. Then on the next screen, look for the Left Navigator.  From there, click the Study 

Title and Staff SmartForm.   
3. On that SmartForm, look for item 6.0: “Study Staff”.  From here, click Add.  Doing 

so will open a pop-up window where you can complete the information relevant to 
this person (see screenshots below).  When finished, click OK or OK and Add 
Another, depending on how many new staff you are adding to your study. 

4. Lastly, utilize the Left Navigator to be redirected to a new SmartForm. 
   
  TIP:  Before a person can be added to Study Staff, they must first register with myIRB. 
                    See page 4 of this manual for details.  
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Left Navigator 

This is the pop-up menu which 
appears after clicking Add. 

Complete all relevant 
information for the new 
staff member. 
 
When finished, click Ok or 
OK and Add Another.  
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       To add a new, research only procedure (e.g., new chest X-Ray), the PI/Study Team must revise the  
     Study Type smart form.  Here, enter the information related to the new procedure.  For example,  
     this SmartForm was revised to include Research-only procedure given that the “new” chest X-Ray  
     is for research purposes only.  
 
     If questionnaires are being added, click Behavioral /Social Research.  
 

 
 
 
 

TIP: After adding a new Study Type, hit the Continue button to complete the associated 
SmartForm. Because changing the Study Type may alter branching for later SmartForms, 
it is best practice to click through the remaining SmartForms and view each page 
carefully to ensure no new SmartForms have appeared which need to be completed.  

 

Complete all relevant 
information for the new 
procedure, test, 
questionnaire etc. 
When finished, click 
Continue.  
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Revising Attached Documents (e.g., Protocol, ICF, Flyer) 

To access documents that need to be revised, click on Edit Modified Study.  From there, use the Left 
Navigator to access the appropriate SmartForm. 

TIP:  Best practices dictate that study teams should download these documents from their 
myIRB project submission.  Doing so ensures the study team has the most current IRB 
approved version of the document.   Do not upload document(s) from a personal computer. 

To submit a Revised ICF, follow these steps (see screenshots below also): 
 
1. Log in to the Revision and click Edit Modified Study. 
2. With the Left Navigator, access the Upload Revised Informed Consent SmartForm. 
3. Then, download the ICF from this page onto your computer.   
4. Once downloaded, update the ICF as needed, using Track Changes.  
5. Next, save the revised ICF to your computer or personal drive.  
6. From there, return to the Upload Revised Informed Consent Documents SmartForm. 
7. Next, click the document name to be replaced to upload your revised document.  

a. A reminder that all ICFs must be submitted in Microsoft Word format.  
 

        
 
 
      A new window will open with a Choose File command.  Click on this button to upload the revised  
      ICF.  Once the SmartForm is complete, click OK. 
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TIP:  When uploading the ICF, only attach the revised version (i.e., the one with tracked 
changes included).  Do not attach both a revised copy and a “clean” copy.  If you do not 
attach a version with tracked changes, IRB will return the revision. 

TIP:   When updating your revised ICF, please include the document type as an extension 
at the end of your document title (e.g., “.doc” or “.docx”). 

On the Consent Document – Detail screen, provide a new title/identifier for this informed 
consent.  If a study has multiple consents, each can be denoted by a specific title. The 
document title listed here will be recorded as the title in the Stamped Documents tab.  This  
will occur once IRB approval is received and the document is finalized (i.e., IRB stamped). 

 
After uploading the revised ICF, click OK to exit.  The newly uploaded ICF will replace the 
previous ICF version. Note the version number change below (from 0.03 to 0.04.) 
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To revise the Study Protocol, follow these steps: 
1. Log in to the Revision and click Edit Modified Study. 
2. With the Left Navigator, access the Revised Protocol Document SmartForm. 
3. Then, download the protocol from this page onto your computer.   
4. Once downloaded, update the protocol as needed using Track Changes.  
5. Next, save the revised protocol to your computer or personal drive.  
6. From there, return to the Revised Protocol Document SmartForm. 
7. After that, under Question 1.0, click the 3 horizontal dots next to the protocol name. 

Then, select Upload Revision.   
8. On the next screen, title the document, and then click Choose File to add the revised 

protocol to this SmartForm.  
9. Lastly, click OK to exit. 
     *A reminder that all Protocols must be submitted as Microsoft Word documents.*  
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       Once the revised protocol has been uploaded, proceed through the remaining SmartForms  
       until reaching the Final Page.  As with previous submission types, click Finish in the lower  
       right-hand corner of the page to complete the revision and exit Edit Modified Study.  
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        Revisions to flyers, brochures, questionnaires, and data tools will follow the same pattern as  
        uploading a revised ICF or a revised Protocol.  Be sure to review all SmartForms to identify  
        the correct SmartForm where these new document(s) should be uploaded. 
 
 
 
        Since this revision involved the addition of study procedures for research purposes, it will  
        require review by UF Office of Clinical Research (UF OCR).  Please attach a revised OCR Grid  
         and other documents alongside this revision.  Do not submit these forms separately to OCR. 
 
        When all information for this Revision has been added to the Edit Modified Study, the PI / PI  
        Proxy can submit the revision to IRB.  Remember two key points: 

1. If new study staff have been added under this Revision, all persons must Agree to 
Participate before submitting the Revision to IRB. 

2. Only PIs or PI Proxies can submit revisions. 
 

To submit a Revision, log-in to the Revision Workspace.  There, in the left-hand column under 
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My Activities, click Submit Revision. 
 

           
 
  Once the PI/Proxy has submitted the Revision to IRB, the study team will receive an email     
   notification if changes need to be implemented or if more information must be provided.  
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Copying Studies 
 
It is possible to copy the details of one study (i.e., all SmartForms) to use as a starting point 
for starting another study. To be eligible for copy, a study must be in the Pre-Submission or 
Approved state. 

 
To copy a study, follow these steps: 

d. Log-in to myIRB.  Doing so will automatically redirect you to the My Home tab. 
e. From here, click the IRB Studies tab at the top of the page. 
f. Next, click the Approved tab located in the middle of the page. 
g. From here, search for the study you wish to copy and click the Study Name.  

 

 
 
        After clicking the study name, you will be redirected to the study workspace.  From here, click  
        Copy Study under My Activities on the left-hand side of the page. 

 

Search for 
study here. 

Can filter 
studies by 
State by 
clicking here. 
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       After clicking Copy Study, the following screen will appear. Follow directions in the screenshot: 
 

     

Click OK when complete 

Enter Study Title here. 

Best practice is to select NO 

Select this option if the 
study you are copying is 
large (details on next page) 
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             The copying process can take several minutes to complete. As referenced in the screenshot  
        above, if the study being copied is large or has significant branching (e.g., involving drugs,  
         questionnaires, devices, radiology, etc.), study teams are encouraged to select the Use  
        Background Processing feature.  If this item is checked, the Copy Study window disappears,  
        and the user receives a message to refresh their screen to see when copying is finished. 
 

If the Background Processing option is not chosen, users must wait until myIRB has copied  
the study entirely before attempting to complete any further work in myIRB. 

 
Once myIRB has copied the study, users will be redirected to the original approved study page.  
There under the History tab, the Copied Study will be listed as the first item. 
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To access the newly copied study, click the IRB Studies tab at the top of the screen.  By 
default, the In Progress tab in the middle of the screen will be selected.  Under that tab, the 
newly copied study (listed with a new title/IRB number) will appear.  Click the study name. 

 

 

From there, users will be directed to the main study workspace. The study will be in  
Pre-Submission state. To edit SmartForms, click Edit Study on the left side of the page. As 
with other submissions, users will need to upload all documents specific to the new study. 
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Creating a Ceded Study Review 

To create a Ceded Study Review, first log-in to myIRB.  Next, under Create on the left side of the  
page, select Ceded Study Review. 

 

 
 

On the subsequent SmartForm, note the addition of Question 1.1 on the Study Title and Staff 
page. By default, both Yes and UF is Ceding Review to another IRB will be selected.  If a user 
clears either option, they will receive an error message when clicking Continue at the bottom 
of the SmartForm. This pathway is for Ceded Submissions only. 

 

 
If Ceded Study Review was selected in error, exit the SmartForm. 
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Ceded submissions have a unique ID#.  The prefix will be CED, and the following number will 
not contain the year but rather, will be numbered chronologically. For example, this is the 
708th Ceded submission in myIRB: 
  

                              

 
 

 Next, complete the remaining SmartForms as per a normal study submission.  Note that 
   many of the branching SmartForms will be removed for a Ceded submission. 
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Ceded submissions contain several new SmartForms which are not present in a typical submission. 
Each is described below: 

sIRB: IRB of Record Site for Ceded Review 
This page contains information for the IRB to whom UF is ceding oversight. 
 
 On this form, please provide: 

• The name of the Institution to whom UF is ceding review. 
• Site PI name and Site Study Coordinator name. 
• Site IRB Contact information. 
• The fully executed IAA agreement (upload this document). 
• Approval letter for the study from the institution overseeing regulatory oversight. 

 

 
 
 
 
 

Please provide all 
information during the 
initial submission.  This 
will prevent the 
submission from being 
returned to the PI. 
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   Remember that the PI or PI Proxy are the only individuals who can submit a Ceded Study  
   Review.  To submit the study, click Submit Study under My Activities on the left side  

      of the main study workspace. 
          
  

 
 
 

      Before the system will execute the submission of a Ceded Study Review, the PI must agree  
      to the Ceded Investigator Assurances language. The following screen will appear when  
      the PI selects Submit Study (see prior screenshot).  These assurances are repeated in the  
      final Approval to Cede Review letter and Ceded Continuing Review Renewal Letters.  The  
      PI should select all relevant boxes and click OK to submit the study for review. 
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Below is a screenshot displaying how the study workspace will look once the Ceded Review has  
been submitted to IRB.  Note the red font which indicates that this is a Ceded Review. 
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Once the study is submitted to IRB, here are the next steps: 

 
 In Ceded Review 

• First, a designated IRB staff member takes ownership of the study and assigns it to an 
Executive Ceded Reviewer. The state of the study will be updated to In Ceded Review. 

 

 
• The Executive Ceded Reviewer determines if there are any concerns with ceding 

study oversight to an external IRB. If nothing is preventing the ceding request, the 
Executive Ceded Reviewer will issue a Needs Reply, and the submission will return 
to the pre-review team. 

 
• The pre-review staff member will note any required changes and return the submission 

to the study team while any ancillary reviews are completed.  The study state would 
then be updated to In Ceded Review – IRB Staff Changes Requested. 

 
• Next, the study team will work with all relevant ancillaries and update all necessary 

language into all documents (e.g., ICF, protocol) and update all SmartForms as needed. 
The study team is required to upload the final track-changed ICF with all required 
ancillary language inserted using the Update button. 
- NOTE: UF IRB staff cannot add language into ICFs because UF IRB will not finalize  

the documents (due to IRB review being ceded to another institution). 
 

• When pre-review is complete and all relevant ancillaries have submitted approval, UF 
IRB will Acknowledge the ceded submission via an Acknowledgement Letter sent to the 
PI / Coordinator. The state transition will change to Awaiting Site Materials. 

 
NOTE: The submission is “frozen” in this state.  Study teams cannot make any changes to 
the submission in this state (other than uploading an IRB of Record of correspondence). 
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Awaiting Site Materials 
 

 
Once the submission reaches the state of Awaiting Correspondence, the PI or Study Staff can 
submit documentation to the Overall PI demonstrating that UF has agreed to be added as a 
participating study site. To prove this agreement, the study team needs to send the 
reviewing IRB an Acknowledgment Letter, which states that UF IRB agrees to cede review: 
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Submit IRB of Record Correspondence 
 

• When the PI and Study Staff have received correspondence back from the IRB of Record 
(whether in the form of a request to change UF template language or as an approval to 
add UF as a study site), the team must submit this documentation in myIRB.  
 

• To do so, open the Study Workspace and click Submit IRB of Record Correspondence 
under the My Activities heading on the left-hand side of the page.  

 
• Note that the Submit IRB of Record Correspondence activity can be completed by 

anyone on study staff, not only the PI (as is the case with other submission functions). 
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If the study team receives an approval letter adding UF as a study site, the study team must 
also upload the Informed Consent document (which must be approved by the IRB of Record). 

 
                  

               Upon receiving correspondence from the IRB of record, the submission returns to the In Ceded  
        Review - IRB Staff Action Required state. 

• From here, UF IRB office staff will process the submission based on the letter of 
correspondence from the IRB of Record. 
 Contingencies: The Ceded Reviewer can move the submission to a Needs Reply 

state if changes are pending on the SmartForms, ICF, and/or protocol. 
 Approval for UF as a study site: In this case, the Ceded reviewer will Approve the 

request and move the submission to the Awaiting Correspondence state. 
 The approval period will be from the date UF was approved as a site to the 

expiration date of the study at the Reviewing Institution. 
 The PI / Coordinator will receive an Approved as Ceded letter from UF IRB, and 

the submission moves to Approved state.  Study activities may now begin locally. 
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Post Approved as Ceded Review Submission-Types 

Once a ceded request has been approved by UF IRB, study teams can still submit Reportable  
Events, Revisions, and Continuing Reviews/Closures.  Follow normal procedures as previously 
outlined in this manual for submitting these sorts of events.   
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New Reportable Event for a Ceded Study 

Study teams should only submit a New Reportable Event for a Ceded Study if one or more of the 
following conditions are met: 
 

a. Serious or continuing noncompliance that has occurred locally. 
 

b. Local adverse events that are serious, unexpected, and ones for which the PI/PI  
           Proxy has determined that the event was more likely than not related to study  
          participation. 
 
c.       Non-local events IF: 

i. Non-compliance occurred. The IRB of record must determine that the event 
constitutes serious or continuing noncompliance.  If this occurs, UF IRB would   
be responsible for reporting the event to federal oversight agencies. 
 

ii. Adverse event(s) occurred.  The IRB of record must determine that an 
unanticipated problem occurred which increased risk to subjects.  In this 
case, UF IRB would be responsible for reporting the event(s) to federal 
oversight agencies. 
 
 
 
 
 

New Revision for a Ceded Study 

Study Staff must inform UF IRB of all PI and study staff changes promptly. Remember that 
new study staff cannot engage in research activities until the revision adding that person to 
the study has been approved by UF IRB. 

Study staff should only submit other revision(s) if such revisions prompt re-review by UF 
ancillary committees (i.e., COI, OCR, IBC, CTSI, HURRC, SRMC, etc.). 
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New Continuing Review/Study Closure for a Ceded Study 
 

To submit a Continuing Review for a Ceded Study or a Study Closure for a Ceded Study, follow 
these steps.  The process is identical except for the item chosen for question 1.0 on the  
Continuing Review/Study Closure Determination SmartForm (see screenshot on next page. 
 
1. First, log-in to myIRB and access the main study workspace for the Ceded Study in Question. 
2. Next, under the New Renewal/Closure heading in the left-hand column, click New  

Continuing Review/Closure. 
 

               
 
 
 
 

Note message which denotes 
study as Ceded Review. 
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3. From there, study teams will be asked to complete a series of SmartForms.  Please follow the 

directions in each screenshot to proceed. 
 

 

        
 
 

Click Continue to advance 
to the next smartform. 

   As appropriate, select: 
   Close this project  

     Or  
Continue this project. 
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Upload appropriate 
documents here. 

Click Continue to advance 
to the next smartform. 



Researcher Manual v. 9-11-2023 Page 90 of 
 

 

 
 
 
 
 

 

                                                                                                                                                                                          
 

Click here to view 
required training courses. 

Note each staff member’s 
completed trainings as well 
as due dates for renewal. 

Click Validate to display any 
remaining errors.  Once all 
errors are resolved … 

… click Finish to exit the 
smartform workspace. 
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Clicking Finish will redirect the user to the main Study Workspace for the Continuing Review.   
 
 
From here, the PI / PI Proxy will select Submit Continuing Review to send the SmartForms to UF IRB. 

 

                
 

TIP:  As with other Continuing Reviews, a reminder that ONLY the PI or PI Proxy can  
         submit a Continuing Review for a Ceded Study. 

 
Upon receipt of the Continuing Review, the UF IRB Ceded Reviewer will review the submission. 
If changes are needed, IRB will send the study team a Needs Reply notification. 

If changes are not needed, IRB will approve the ceded Continuing Review and reset the approval 
period. 
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Upon receiving IRB approval, the study team will receive an approval letter similar to the one below: 
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Create a New Study/Revise a Study where UF is the IRB of Record (sIRB) 

PI/PI Proxy or Study Staff can create a new sIRB study by logging-in to myIRB and clicking New 
Study under Create in the column on the left-hand side of the page.  Note that study teams 
can also revise a currently approved study into an sIRB study. 

                                               

 
When submitting a revision to make IRB-01 the IRB of record, there are 3 steps to take, in order: 

a) Complete the New Revision SmartForm 
b) Edit Modified Study to revise key SmartForms 
c) Revise attachments as needed 

For simplicity, this demonstration will use the example of creating a new sIRB study. 
 
After clicking New Study, users will be redirected to the SmartForms for a study submission.  
On the Study Title and Staff SmartForm, notice question 1.0 and question 1.1.   By selecting 
Yes for question 1.1, this automatically generates a subsequent item asking if IRB will serve as 
the IRB of Record. Ensure this radio button is selected.  

TIP:  Do not clear the radio button that states UF will serve as the IRB Record.  If this was  
selected accidentally, simply select No for question 1.1 to clear the aforementioned item. 
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NOTE: Submissions where IRB-01 is the IRB of record have the same nomenclature as regular 
studies.  However, sIRB status will be flagged on the main Study Workspace (see screenshot 
below). 
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After making these changes on the Study Title and Staff SmartForm, complete the remaining 
SmartForms as usual.  Most SmartForms will remain the same, including branching. 

 
NOTE:  If the overall study is greater than minimal risk (GMR), the review type for the study 
will be Full Board even if all procedures done at UF are considered minimal risk. 
 
TIP: On the following SmartForm (Study Locations), select UF and UF Health but do not select 
Other sites in the USA given that this is a multi-center study. 

 
Study Locations SmartForm 
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Enrollment Details SmartForm 
On the Enrollment Details SmartForm, select Yes for question 4.0. 
 

 

 

 
Enrollment: Multi-Centered Project 
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TIP: In the SmartForm above, see Question 1.0.  There, state that, if non-sIRB sites are not 
ready to be added at the time of submitting this study to IRB, those sites will be added at a 
later date with a revision.  If there are no non-sIRB sites to add, skip Q 2.2. 

 
Upload Informed Consent 
The consents which must be uploaded are the “UF Core” and “UF Addendum”.  Each 
participating site must also send their ICF addenda with the relevant local language to the UF 
PI who will add these documents as part of a p-site revision (see later sections of this manual). 

 
Submit Study 
Remember that the PI is the only individual who can submit the study. Upon submitting the 
study, the PI must agree to the IRB of Record Investigator Assurances language.  These 
assurances are also on the final Approval letter and on Continuing Review letters. 

 
 

 

Once a study is submitted, it will be in the IRB Assignment state.  Then, once an IRB pre-
reviewer is assigned to the study, the study state will advance to IRB Staff Review.  From 
here, the review process is the same as for any other Full Board/Expedited study, including 
meeting deadlines, meeting discussion, addressing contingencies, needs replies, etc. 
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Approval Letter 
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Adding a Participating Site (P-Site) where UF IRB is the IRB of Record 

To add a new Participating Site (pSite) to a study where UF IRB is the IRB of Record, follow  
these steps: 

1. Log in to myIRB. Once there, click the My Home tab in the top left corner of the screen. 

2. Next, click the Studies tab in the middle of the screen, and search for the study in question  
using the study name, ID #, etc.  Once the study name is located, click the Study Name.  

      

 

3. Clicking on the Study Name will redirect the user to the Study Workspace.  From here, look  
for the click New Revision (Participating Sites Only) heading on the left side of the page and  
click New Revision (pSite Only). 

  1 

  2 

  3 

  4 
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NOTE: pSite revisions can be open while there is another, regular revision pending in the 
IRB system.  However, pSite revisions cannot be open while there is a continuing review in 
process.  Please do not submit a regular revision to add a p-site. 



Researcher Manual v. 9-11-2023 Page 101 of 
 

 

4. Next, the user will be asked to enter information into SmartForms.  On the first screenshot 
below, click Add to open the second screenshot where further information will be 
requested.  Remember to answer Question 5.0 on the first page as well (i.e., the specific 
information which needs to be included in the IRB response letter). 
 

 

                                                                                                                            

 After completing the pop-up screen on the 
next page, you will be redirected here. Click 
Continue to proceed. 
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5. Next, on the Revision sIRB Participating Sites SmartForm (1st screenshot below), click Add 
to enter the information for the institution being added as a study site (2nd screenshot 
below).  Remember to provide all required information and documents as indicated. 

 
 

Click OK or OK and Add 
Another to proceed. 
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  After completing the pop-up     
  screen on the next page, you 
  will be redirected here.  Click  
  Continue to proceed. 
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6. On the next screen, click Add.  This will provide a pop-up detail page (2nd screenshot below)  
where users can attach any new documents which are relevant to the newly added site. 

 
 

Provide all requested 
information and upload all 
appropriate documents as 
requested on this page. 
 
 
When complete, Click OK or OK  
and Add Another to proceed. 
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  After completing the pop-up     
  screen on the next page, you 
  will be redirected here.  Click  
  Continue to proceed. 

Click Choose File to upload the 
necessary documents.  
 
 
In Question 2.0, describe the 
target population for this 
addendum. 
 
 
When complete, Click OK or OK  
and Add Another to proceed. 
 
 

  Click Add to attach all      
  relevant documents. 
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NOTE: For uploading documents on the screen above, please use the recommended naming 
convention:  Site name_PI last name_Addendum (e.g., pSite_PI_Addendum.docx). 

 
7.  Next, follow the instructions on the screenshot below. 

 

Click Validate to display any 
remaining errors.  Once all 
errors are resolved… 

… click Finish to exit the 
smartform workspace. 
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8. After completing the required SmartForms, users will be redirected to the Revision  
workspace.  Here, the PI/PI Proxy can submit the Revision.  To do so, look for the My  
Activities heading on the left side of the page and click Submit Revision. 
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Revising a Participating Site (P-Site) where UF is the IRB of Record  
 
To revise a pSite which is already listed on study, follow the steps in the previous section of 
this manual to open a new pSite only revision. Then, follow these steps to complete the edit: 

1. Log-in to the SmartForms, and click on the Revision sIRB Participating Sites SmartForm 
(1st screenshot below). 

2. Next, click the name of the pSite you want to revise.  Doing so will open the detail page for 
that pSite (2nd screenshot below).  On this screen, make any necessary edits to the 
information for this pSite.  When complete, click OK or OK and Add Another. 
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3. After updating the above screen, users will be redirected to the Revision sIRB Participating 
Sites smartform.  From there, navigate through the remaining smartforms until you reach 
the Revision Final Page.  Then, click Finish to be redirected to the Revision workspace.  

 
 
 
 

Revise the information in these  
boxes as needed. 
 
When complete, Click OK or OK  
and Add Another to proceed. 
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4. Lastly, after being redirected to the Revision workspace, the PI/PI Proxy should look for the  
My Activities heading on the left side of the page. Under that heading, click Submit Revision. 
 

              
 
 

Click Validate to display any 
remaining errors.  Once all 
errors are resolved… 

… click Finish to exit the 
smartform workspace. 



Researcher Manual v. 9-11-2023 Page 111 of 
 

 

Deactivating a Participating Site (P-Site) where UF if the IRB of Record 
 
To deactivate a pSite which is already listed on study, follow the steps outlined in the in the  
Adding a Participating Site (P-Site) where UF IRB is the IRB of Record section of this manual to  
open a new pSite only revision.  Then, follow these steps to complete the edit. 

1. Log-in to the smartforms, and click on the Revision sIRB Participating Sites smartform 
(screenshot below). 

2. Next, click the name of the pSite you want to deactivate.  Doing so will open the detail 
page for that pSite.   
 

 
  
 
            3. Once on the detail page for the pSite that is being deactivated, look for question 7.0.  
                There, change the answer for that item questions from “Yes” to “No”.  Remember to            
      address questions 7.1 and 7.2 as well. 
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Once the detail page is updated, click OK at the bottom of the screen.  After updating the 
above screen, users will be redirected to the Revision sIRB Participating Sites smartform.  
From there, navigate through the remaining smartforms until you reach the Revision Final 
Page.  Then, click Finish to be redirected to the Revision workspace. 
 

           
 
 
 

Click Validate to display any 
remaining errors.  Once all 
errors are resolved… 

… click Finish to exit the 
smartform workspace. 
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Lastly, after being redirected to the Revision workspace, the PI/PI Proxy should look for the  
My Activities heading on the left side of the page.  Under that heading, click Submit Revision. 
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