
1 | P a g e   v 1 / 2 / 2 0 1 9 
 

 
 

USING IREX AS THE STUDY MANAGER 
TABLE OF CONTENTS 

 

1.0 ABOUT THE IREX STUDY MANAGER ................................................................................................................ 2 

1.1  THE STUDY MANAGER DASHBOARD ................................................................................................................ 3 

1.2 ACCESS THE IRB RELIANCE EXCHANGE (IREX) .............................................................................................. 4 

1.3 CHANGE YOUR PASSWORD .............................................................................................................................. 4 

1.4  FIND A STUDY ....................................................................................................................................................5 

1.5  ACCESS TO YOUR STUDIES IN IREX...................................................................................................................5 

2.0 NAVIGATING THE IREX STUDY PAGE ................................................................................................................. 6 

2.1 USING THE GETTING STARTED CHECKLIST ....................................................................................................... 7 

2.2 MANAGE PARTICIPA4).' 3)4%3ȭ !##%33 4O IREX .......................................................................................... 8 

2.3 NOTIFY SITE HRPPS/IRBS OF THE STUDY IN IREX ............................................................................................ 9 

3.0  USING THE STATUS SUMMARY DASHBOARD .................................................................................................10 

4.0 ADDITIONAL IREX FEATURES FOR STUDY MANAGERS (AS DELEGATED BY THE SIRB)............................ 11 

4.1  CAPTURING LOCAL CONSIDERATIONS FROM IREX ....................................................................................... 11 

4.2  EXPORTING LOCAL CONSIDERATIONS FROM IREX ....................................................................................... 12 

4.3 UPLOADING PARTICIPATING SITE APPROVALS TO IREX ................................................................................ 14 

 

 
 
 
  



2 | P a g e                      v 1 / 2 / 2 0 1 9  

1.0 ABOUT THE IREX STUDY MANAGER 

 
IREx was developed by Vanderbilt University Medical Center to support Institutional Review Boards (IRBs), Human 
Research Protection Programs (HRPPs), Lead Study Team (LSTs) and Coordinating Centers (CCs), and study teams 
implementing single IRB (sIRB) review. IREx can be used to capture all sIRB documentation (e.g., cede decisions and local 
considerations) and facilitate communications between the sIRB and participating site (PSite) study teams and HRPPs. 
 
IREx Study Manager is the person(s) from the Lead Study Team or Coordinating Center who is responsible for 
managing PSite access to IREx and overseeing PSite readiness for single IRB (sIRB) review.  
 
OPTIONAL STUDY MANAGER TASKS IN IREX: 
Ç -ÁÎÁÇÅ 03ÉÔÅÓȭ ÁÃÃÅÓÓ ÔÏ ÔÈÅ ÓÔÕÄÙ ɀ add and remove sites from the study 
Ç Notify PSite HRPPs of the study ɀ send the IREx study link and notification to PSite HRPPs and their investigator 

and coordinator so they can connect around the local process for initiating reliance 
Ç Track PSite readiness for sIRB review ɀ follow PSite progress as they complete the sIRB steps, and send 

reminders to PSites about outstanding actions 
Ç %ØÐÏÒÔ 03ÉÔÅÓȭ ÌÏÃÁÌ ÃÏÎÓÉÄÅÒÁÔÉÏÎÓ ÆÒÏÍ )2%Ø ÁÎÄ ÓÕÂÍÉÔ ÔÈÅÍ ÔÏ ÔÈÅ Ó)2" ɀ export the completed surveys 
ÁÎÄ ÓÕÂÍÉÔ ÔÈÅ ÓÉÔÅ ÁÓ Á ÓÉÔÅ ÁÄÄȾÁÍÅÎÄÍÅÎÔ ÔÏ ÔÈÅ Ó)2"ȭÓ )2" ÓÙÓÔÅÍ ÆÏÒ ÒÅÖÉÅ× 

Ç Centrally manage PSite approval documents and notifications to PSites ɀ ÕÐÌÏÁÄ 03ÉÔÅȭÓ ÁÐÐÒÏÖÅÄ ÍÁÔÅÒÉÁÌÓ 
to IREx to centrally store all approvals and automatically notify the PSite that they have approval.  
 

IMPORTANT: sIRBs have different processes and utilize Study Managers in different ways. 
Before completing any actions in IREx as the Study Manager, please discuss your role and 

what tasks the sIRB would like for you to assume in IREx 
 

IREX OVERVIEW: STUDY SETUP AND USER ACCESS POINTS 
 

 

 
 
After the sIRB creates a study in IREx and grants lead site approval, the IREx Study Managers (see role above) typically:  

1. Email the Approved Study 
Materials to Study teams 

The Lead Study Team or Coordinating 
Center should disseminate the initially 
approved documents (protocol, 
consent forms) along with any other 
regulatory documents to PSite study 
teams so they can engage their local 
HRPP. 

2. Include Reliance Instructions 
from the Reviewing IRB 

PSites may rely on many sIRBs for 
different studies. It is helpful if the 
s)2" ÐÒÏÖÉÄÅÓ ȬÒÅÌÉÁÎÃÅ 
instruÃÔÉÏÎÓȭ ÏÕÔÌÉÎÉÎÇ ×ÈÁÔ ÉÓ 
required before the sIRB review 
can occur for the PSite.  

3. Remind Study Teams to Engage Their 
Local HRPP/IRB 

Study teams start the reliance process by 
contacting their local HRPP to ask about 
their local requirements when using a sIRB. 
This ensures the local HRPP has the 
information needed to complete and 
communicate local considerations to the 
sIRB.  

 
 
 
 

Usually after 
receiving the 

approved protocol 
and consents from 

the local team 

 

KEY: SM=Study Manager; PS = Participating Site; HRPP = Human Research Protection Program 
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1.1  THE STUDY MANAGER DASHBOARD 
 

The Study Manager Dashboard is tailored to you and provides information about your use of IRB Reliance Exchange 
(IREx). 

 

 

 
 
 
 
 
 
 
 
 

1 
In the top right corner are quick links, which are visible from any page of IREx, that provide access to 
edit your user profile, contact us, view resources, return to the Dashboard and log out. 
 

2 
Also visible at all times, use the Overview box located on the left side of the screen, for quick access to a 
list of all the studies where you are the Study Manager. 
 

3 Use Find a Study to search for studies in IREx. 

 

4 

 

Use Profile to view your institutionȭÓ Institutional Profile, which contains information about your 
HRPP/IRB and their processes and considerations when using reliance. It has four sections that capture 
General HRPP Information, Local Considerations, Institutional Policies and Processes for Relying on 
a sIRB, and Reliance Preferences when serving as the IRB of Record. Use Components to see all 
componeÎÔÓ ÏÎ ÙÏÕÒ ÉÎÓÔÉÔÕÔÉÏÎȭÓ &7!Ȣ 
 

5 
 

Use Your Liaison to identify your site liaisons. 
 

6 
Under Resources, use Find other sites view the institutional profiles and list of FWA components of 
other IREx institutions.  Use Find other users to view other users at your institution, as well as to 
identify users at other IREx institutions. 
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1.2 ACCESS THE IRB RELIANCE EXCHANGE (IREX) 
 
The IREx website can be accessed from www.irbexchange.org 
 

 
Click the LOGIN button in the top right 
of the web page, enter your email 
address and your password to login. 
 
 
The FIRST TIME you login, you will need 
to use the temporary password emailed 
to you from IREx. Your access is set up by 
the sIRB or another Study Manager who 
already has access. 

 
NOTE: USE THE EMAIL 
ADDRESS WHERE YOU 

RECEIVED THE IREX 
NOTIFICATION AS YOUR 

LOGIN NAME. 
 
 
 
 
 
 
 
 
 
 
 
 

1.3 CHANGE YOUR PASSWORD 
 
After you first login to IREx, please change your password using 
Your Profile at the top of the dashboard.  
 
 
Click Change Password to set a new password.  
 

 
 
 

 
 

 
 
 
 
 
 
 

http://www.irbexchange.org/
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1.4  FIND A STUDY 
 
To find a study in IREx, 
ÕÓÅ ÔÈÅ Ȱ&ÉÎÄ Á 3ÔÕÄÙȱ 
search at the top of the 
Dashboard. You can 
view the entire IREx 
database of studies by 
leaving the name and 
sponsor fields blank and 
ÃÌÉÃËÉÎÇ ȰÆÉÎÄȱȢ  
 
NOTE: SEARCH FOR 

SPECIFIC STUDIES BY 
ENTERING A FULL OR 

PARTIAL NAME OF 
THE STUDY, OR BY 

SELECTING A 
SPONSOR OR SIRB. 

 
 
 

1.5  ACCESS TO YOUR STUDIES IN IREX 
 

Once you have 
access to IREx, you 
will receive an email 
notification each 
time you are added 
to a new study. The 
email will include 
the study title and a 
link to login to your 
study in IREx. 
 
You can also access 
these studies using 
the search feature 
on the IREx 
dashboard.  
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2.0 NAVIGATING THE IREX STUDY PAGE 

 
As the Study Manager, you have access to a lot of information on each study page. Use this screenshot and the text 
below to help you navigate the page. Additional permissions and tasks are outlined in the following sections. 
 
1. The Getting Started 

Checklist helps you track 
your tasks in IREx. Note: 
Remember to discuss with 
the sIRB your role and what 
tasks you should complete 
in IREx for this study.  

2. General Study Information 
is located just above the title.  

¶ Study Summary: Includes 
a brief summary of the 
study, NCT #, risk type and 
sponsor 

¶ Reviewing IRB Contact: 
Contact information for 
the sIRB Liaison(s) 

¶ IREx Study Managers: 
Contact information for all 
Study Managers 

¶ Participating Personnel: 
Contact information for all 
HRPP and study team staff 
at all participating sites, 
ɉȰPSitesȱɊȢ   

3. The Reviewing IRB Approvals tab contains the approvals for the Lead Site, separate from approvals for PSites. Here 
you can view the status of the approval (pending/approved), type of review conducted, key dates & study documents 
for the Lead Site.  
 

NOTE: IF THE LEAD SITE IS NOT APPROVED, A DRAFT PROTOCOL AND 
CONSENT FORMS MAY BE AVAILABLE FOR DOWNLOAD FOR ALL 
PSITES; HOWEVER, THEY WILL BE MARKED DRAFT AND A POP-UP 
NOTES THE DOCUMENTS ARE DRAFT WHEN THE FILES ARE 
DOWNLOADED. WHEN THE LEAD SITE IS APPROVED, YOU WILL BE 
NOTIFIED AND THE DOCUMENTS WILL BE VISIBLE UNDER THE 
REVIEWING IRB APPROVALS TAB. 

 

4. The Relying Site Approvals tab shows the approval details and documents for PSites. PSites can only view 
documents for their own site, but Study Managers can view all PSÉÔÅÓȭ ÄÏÃÕÍÅÎÔÓȢ PSites are listed in alphabetical 
order for the Study Manager. However, when a PSite views this tab, their site is listed at the top. 

5. The Status Summary tab is used to track each PSiteȭÓ ÐÒÏÇÒÅÓÓ ÔÏ×ÁÒÄÓ ÉÎÉÔÉÁÌ )2" ÁÐÐÒÏÖÁÌ, such as their agreement 
status, reliance decision, local considerations completion status, and their approval status.  

6. Use the Site-specific Info menu to add or remove other Study Managers or Lead Study Team staff as necessary. 
7. Use Manage Project to edit the PSites listed on the study (e.g., if new sites are added or sites drop). 
8. The Versions box organizes the study approvals with the most recent at the top and previous versions collapsed 

below.   
9. The sIRB or Study Manager can upload PSite Approvals via the yellow ribbon on the Reviewing IRB Approvals and 

Relying Site Approvals tabs.  
10. Similar to #9, the sIRB or Study Manager can also use Manage Version to upload approvals for PSites.   
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Version Tracking 
As your study progresses, you may see several versions available in the Versions box on the left. When you login to view 
your approval, the current approval is always listed at the top and marked Ȱ#ÕÒÒÅÎÔȱȢ  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Archived versions are also available. New versions numbers (e.g., Version 2 vs Version 1) are an indication that the 
ÐÒÏÔÏÃÏÌ ×ÁÓ ÃÈÁÎÇÅÄȢ )Æ ÙÏÕ ÓÅÅ Ȱ2ÅÖȢ Υȱ ÂÅÓÉÄÅ Á ÖÅÒÓÉÏÎȟ ÉÔ ÍÅÁÎÓ Á ÓÔÕÄÙ ÍÏÄÉÆÉÃÁÔÉÏÎ ×ÁÓ ÍÁÄÅȟ ÂÕÔ the protocol 
version number did not change. 
 

2.1 USING THE GETTING STARTED CHECKLIST 
 

As the Study Manager, you 
ÈÁÖÅ Á ȰGETTING 
STARTEDȱ ÃÈÅÃËÌÉÓÔ ÔÏ 
help you track what needs 
to be completed in IREx. 
The sections below 
describe what is required in 
each step and why they are 
important. 
 

NOTE: THE GETTING 
STARTED CHECKLIST 

WILL DISAPPEAR WHEN 
ALL THE STEPS ARE 

COMPLETED. 
 
Remember to discuss with 
the sIRB your role and 
what tasks you should 
complete in IREx for this 
study. 
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2.2 MANAGE PARTICIPATING 3)4%3ȭ !CCESS TO IREX 
 
As the Study Manager, you can oversee when PSites have access to the study in IREx. PSites are given access if they 
are listed as a PSite on the study. As the study progresses, some sites may be added and others may drop. It is 
important to keep the selection of P3ÉÔÅÓ ÕÐ ÔÏ ÄÁÔÅ ÉÎ ÏÒÄÅÒ ÔÏ ÔÒÁÃË ÅÁÃÈ ÓÉÔÅȭÓ ÐÒÏÇÒÅÓÓ ÔÏ×ÁÒÄÓ ÉÎÉÔÉÁÌȢ 

  
To manage PSites in IREx: 
1. /Î ÙÏÕÒ Ȱ'ÅÔÔÉÎÇ 3ÔÁÒÔÅÄȱ ÃÈÅÃËÌÉÓÔȟ ÓÅÌÅÃÔ ȰAdd Participating 

Sitesȱ.  Verify you have the correct PSite name by referencing 
the OHRP FWA website, contacting the site's HRPP or asking the 
local PI to confirm with their HRPP. 

2. On the Participating Sites pop-up, search by the PSite's FWA or 

full name (do not use abbreviations, e.g., "UCLA"). As you type, 

the PSites that match the FWA/name you have entered will 

appear. You can also add PSites that do not appear in the search. 

NOTE: THE FWA-HOLDING PSITE APPEARS FIRST, 

FOLLOWED BY ANY COMPONENTS, IF PROVIDED BY THE 

HRPP.  

3.  A PI name and 
email address has 
to be entered 
before you can 
notify the site 
that they have 
access to the 
study.  However, 
you can list the 
site without a PI 
name or email 
and return later to 
enter this 
information. This 
does not provide 
the PI/Study 
Coordinator with 
IREx access, but 
CC's them on the 
email to their 
HRPP about the 
study.   

4. Click the Add Site 
button to add the 
site to the study.  
Click Save to save 
your changes.   
You can add and remove sites throughout the life of the study. 

5. Site contaÃÔÓ ÃÁÎ ÂÅ ÅÎÔÅÒÅÄ ÁÔ ÁÎÙ ÔÉÍÅȢ #ÌÉÃË Ȭ3ÈÏ× !ÌÌ 0ÅÒÓÏÎÎÅÌȭ ÏÒ ÔÈÅ ÄÒÏÐ ÄÏ×Î ÁÒÒÏ× ÎÅØÔ ÔÏ ÔÈÅ 03ÉÔÅȭÓ 
name to display the information. Click the pencil icon to update the contact info. 

6. To remove sites, uncheck the box next to the PSite name. After making changes, click Save.   
NOTE: AS YOU ADD/REMOVE THE PSITES, THEY WILL BE UPDATED ON THE STATUS SUMMARY TAB. 
 

 

https://ohrp.cit.nih.gov/search/fwasearch.aspx?styp=bsc













