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@ |RBReIianceEx:hange HOW TO ADD/REMOVE PARTICIPATING
K/ YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW SlTES TO A STU DY

The IREx Study Managers and Reviewing IRB Liaisons are responsible for ensuring participating sites have access to, and

are notified about, studies in IREx. This may also include removing sites that are no longer participating in a study.
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HOW DO | ADD/REMOVE NEW SITES?

1. Verify the site’s name by referencing the OHRP FWA website, contacting the site’s HRPP, or asking the
local PI/study team to contact their HRPP and confirm.

2. Click the Sites tab in the top navigation bar. Study Manager can also click “Add Participating Sites” from
their Getting Started Checklist.

3. Indicate whether you will Add sites by name or FWA # (recommended) or Select consortium of sites, if

applicable.
‘!.Approva‘s m Stals Summaw m Sttes

Sites

How will you add sites to this study?

4. Search by the site’s FWA or full name (avoid abbreviations, e.g., “VU”). As you type, the sites that match
the name/FWA you have entered will appear. Select the site from the drop-down menu. If adding by the
FWA, only enter the numeric characters.

e The FWA-holding site appears first, followed by any components, if provided by the HRPP.
e Sites that do not appear in the search can also be added by typing their name and FWA number.
The IREx Admin will create the site and notify you when you can add contacts.


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

5. Enter the Pl and Site
Coordinator contact
information, if known at
the time. If not, Save
the site and return later
to add this information.
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Sites
< Return to participating sites list

Add a participating site

Site /
Baylor Research Institute - FWA#00004415 v

List study team contacts that will need access to IREx. Go to Status Summary to grant study access

6. If the PI/study team
engages another site,
check the box “This

[J This Study Team engages additional sites

Personnel

Study Team engages Role Email First name Last name

additional sites” and : ~® | pgeayrat e . 2

select the other site Role Email First name Last name

from the drop down. Coordnelr el °
7. Click the +Add Contact 2 hdiconact —

L

button to add additional
study team members.

8. Click Save to list the site on your Sites page.

9. Click the trash can icon to remove any sites that will not be participating in the study.
10. Click the +Add Site button to add additional sites.

Approvals EB Status Summary I Sites &% Contacts O -

Sites
+ Add Site
. Granted
Institution Access Pl (required) Coordinator
Albert Einstein College of Medicine #00005001 v & Pl Einstein & Coordinator Einstein # Contacts & Email | W

REMOVING VS. CLOSING A SITE ON A STUDY

Sites that are no longer participating on a study can be removed. Whether sites are ‘removed’ or ‘closed’ is up
to the discretion of the sIRB. We recommend the following, depending on the site’s level of participation in
the trial:

e For sites that began the reliance process, but did NOT receive sIRB approval, sIRB Liaisons or Study
Managers can simply delete the site by following the steps above. This removes the site’s access and the
record of their participation in the trial. No email notifications are sent to the site when this occurs, as
no further action is required.

e For sites that were approved by the sIRB, sIRB Liaisons or Study =
Managers can use the Add Site Closure button on the Approval History
tab. (See Site Closure Quick Guide here.) Sites will retain access to the
study for 30 days, after which access is removed completely. The site’s
HRPP and study team will be notified of the closure.

+ Add Site Amendment l
+ Add Site Closure ]
=+ Add Site Coordinator Access



https://www.irbexchange.org/p/wp-content/uploads/2021/09/IREx_SiteClosureQuickGuide.pdf
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HOW DO | ADD/REMOVE A CONSORTIUM OF SITES?

1. From your Sites page, click Select consortium of sites. Select the consortium from the drop down
to save them to your sites page.

e If you do not see your desired consortium, contact the IREx Support Team by completing this
survey. Our team will let you know when the consortium can be added to the study.

Sites
How will you add sites to this study? + Add site by name or FWA #
Consortium
- Choose a consortium - s

@ Please let us know if you don't see your consortium.

Add consortium sites

2. Click the trash can icon to remove any consortium sites that will not be participating in the study.
3. Add each sites’ Pl (required) and coordinator information.
4. Click the +Add Site button to add additional sites.

Sites

=+ Add Site

Granted

Institution Access PI (required]/ Coordinator / /
Carnegie University Medical Center #12345678 x &+ Add Coordinator # Contacts Email W
Central Ohio Medical Center #12345622 x &+ Add Coordinator # Contacts  ®Emal W
Columbus University X &+ Add Coordinator # Contacts Email W
Eastman Medical Center of Ohio #45648974665 x &t Add Coordinator # Contacts Email W
Faraday Institute of Research, Science and x &+ Add Coordinator # Contacts & Emal &
Technology #01569874

Hartford College of Medicine #00003216 x &+ Add Coordinator # Contacts =Emal W
Mellon University Medical Center #00001111 X &+ Add Coordinator # Contacts ®Emal W

WHAT HAPPENS AFTER SITES ARE LISTED ON THE STUDY?

Sites do not have access to the study yet. Use your Status Summary page, to check which sites have
agreements that still need to be completed. See your Study Manager or Reviewing IRB quick guide on how
to request these agreements. We recommend granting sites” access after the Lead Site or Overall Study
Approval is posted to IREx. Sites must first join IREx before you can grant them access to the study.



https://redcap.link/irex_consortiums
https://redcap.link/irex_consortiums
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/reviewingirb/

