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• User Training

• Study Support
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Dilts

• System 
Development

• Data analysis 
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• Project 
Manager
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Onboarding
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Tan



HRPPs QUARTERLY CALL AGENDA

• Welcome

• IREx Utilization Update

• Reminders from the Last Call

• New System Features

• Upcoming Development Releases

• Next Call



IREX UTILIZATION



IREX UTILIZATION

0

50

100

150

200

250

D
ec

-1
6

Fe
b

-1
7

A
pr

-1
7

Ju
n

-1
7

A
u

g-
1

7

O
ct

-1
7

D
ec

-1
7

Fe
b

-1
8

A
pr

-1
8

Ju
n

-1
8

A
u

g-
1

8

O
ct

-1
8

D
ec

-1
8

Fe
b

-1
9

A
pr

-1
9

Ju
n

-1
9

A
u

g-
1

9

O
ct

-1
9

D
ec

-1
9

# Total Studies

1 1 2
4 5

9
11 11

13
15

21

26

31

D
EC

-1
6

FE
B

-1
7

A
P

R
-1

7

JU
N

-1
7

A
U

G
-1

7

O
C

T
-1

7

D
EC

-1
7

FE
B

-1
8

A
P

R
-1

8

JU
N

-1
8

A
U

G
-1

8

O
C

T
-1

8

D
EC

-1
8

FE
B

-1
9

A
P

R
-1

9

JU
N

-1
9

A
U

G
-1

9

O
C

T
-1

9

D
EC

-1
9

# SIRBs Using IREx

0

50

100

150

200

250

300

350

D
ec

-1
6

Fe
b

-1
7

A
pr

-1
7

Ju
n

-1
7

A
ug

-1
7

O
ct

-1
7

D
ec

-1
7

Fe
b

-1
8

A
pr

-1
8

Ju
n

-1
8

A
ug

-1
8

O
ct

-1
8

D
ec

-1
8

Fe
b

-1
9

A
pr

-1
9

Ju
n-

19

A
ug

-1
9

O
ct

-1
9

D
ec

-1
9

Total Site Sign-On



Reminders from the Last Call



REMINDERS FROM THE LAST CALL 

The version # and change summary 
you enter for amendments are 
included on notifications

Relying Sites (HRPPs & study teams) can 
view their site’s status on the Status 

Summary



REMINDERS FROM THE LAST CALL 

Edits made to the HRP and PI Surveys 
are tracked and sent via email.

Distinguish the Single IRB from the 
Lead Site, when needed



REMINDERS FROM THE LAST CALL 

Distinguishing study-wide and site-
specific approval documents.

IREx API available for Single IRBs to integrate with their 
local electronic system

1. Push a study to IREx
2. Pull site-specific documentation into your e-IRB system
3. Push site approvals to IREx



New System Features!



REVIEWING IRB CAN 
EDIT APPROVALS ANYTIME

• Reviewing IRB Liaisons can edit / update an 
existing approval at any time.

• This is NOT for amendments or new 
approvals. Only additions & corrections to 
existing approvals (e.g., if a document was 
left out of the approval or a date was 
incorrect)

• NOTE: The protocol is locked to changes. 
Email admin@IRBExchange.org to update 
the protocol document or version #.

.

mailto:admin@IRBExchange.org


STUDY MANAGER NOTIFIED OF 
LEAD SITE’S UPDATED APPROVAL

• If the Lead Site’s materials 
are changed, the Study 
Manager (SM) is notified.

• If Participating Sites have 
changes, the SM can 
update their approvals & 
they will be notified.



IF PARTICIPATING SITE’S APPROVAL
IS UPDATED, THEY ARE NOTIFIED



NEW QUESTION ON THE 
INSTITUTIONAL PROFILE

WHAT: “After your HRPP has provided local reviews to the SIRB, 
does your IRB or HRPP require a submission of your site’s 
sIRB approved documents before your site is 
activated/enrollment can begin?”

WHY: To help coordinating centers / lead study teams know when 
a site is fully activated to begin enrollment.

WHERE: 



SITE SPECIFIC SSRPS AVAILABLE FOR
REVIEWING IRB TO DOWNLOAD

Status Summary Tab



STUDY TEAM CONTACTS 
AUTO-POPULATE

• Study Managers list site personnel 
for each site they add to the study.

• Relying HRPPs confirm the contacts 
are correct, remove and /or add 
new contacts.

Be sure to “continue” 
through the dialog to save 

the information.



ADD/EDIT STUDY TEAM IN 
PI CHECKLIST



UPDATED RESOURCE MATERIALS

• Revamped website resources pages
• https://www.irbexchange.org/p/reviewingirb/

• https://www.irbexchange.org/p/participating-site-hrpps/

• https://www.irbexchange.org/p/irexstudymanager/

• https://www.irbexchange.org/p/participating-site-study-teams/

• Organization of each page
• Quick link to sign up for training

• Quick link to general video for specific user type

• Brief descriptions of how the user type uses IREx

• Newly organized resources for the user type

https://www.irbexchange.org/p/reviewingirb/
https://www.irbexchange.org/p/participating-site-hrpps/
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/participating-site-study-teams/


UPDATED RESOURCE MATERIALS

• NEW VIDEOS ON YOU TUBE
• Local considerations video:

https://www.youtube.com/watch?v=iN3mEDQ9kx8&feature=youtu.be

• How to Add HRPP/IRB Contacts: 
https://www.youtube.com/watch?v=870HCtnCAWI

• How to Remove HRPP/IRB Contacts: 
https://www.youtube.com/watch?v=LUo0uVE-bvQ

https://nam05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DiN3mEDQ9kx8%26feature%3Dyoutu.be&data=02%7C01%7Cemily.serdoz%40vumc.org%7C8224588801434cfe5b4808d79ac7e544%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C637148056714927234&sdata=d3ycMfFEZB%2Fc1DBIqIdTKF5N1eHn1t49%2FVlj4ARm43Y%3D&reserved=0
https://www.youtube.com/watch?v=870HCtnCAWI
https://www.youtube.com/watch?v=LUo0uVE-bvQ


Upcoming Development Releases



COMBO SITES: A BRIEF INTRODUCTION 
TO A FEW NEW FEATURES

• Facilitating reliance documentation for a single study team that 
engages multiple FWAs for a study
• For example, if a PI engages University of Pittsburgh Medical Center (FWA 

00006735) & University of Pittsburgh (FWA 00006790).

FWA #1 “Primary” FWA #2

Cede Decision Required Required

Institutional Profile Required Required

HRP Survey Required
Option to default to 

Primary HRPP

PI survey One survey

Validate PI survey Required View only

Approval docs from 
sIRB

One set of documents 

• Reviewing IRB needs cede 
decision & local 
considerations from both 
FWAs before they review “the 
site”

• Only need 1 PI survey & 1 set 
of approval documents



COMBO SITES –
NEW REGISTRATION PAGE

Study Title

PI & Presumed 
FWA listed in 
question



COMBO SITES – UPDATED 
REGISTRATION PROCESS

If yes, confirm the 
auto-filled information
(or edit it)

Ensure your FWA or 
component is appropriately 
identified

Indicate if you know of 
other FWAs engaged



COMBO SITES –
INDICATING YOUR NOT ENGAGED 

If you’re not engaged 
on the study, you can 
indicate that so the 
CCC & SIRB know…

And, you stop 
receiving emails!



COMBO SITES –
WHEN YOU’RE PART OF A COMBO SITE

• When your site is part of 
a combo, potentially 
engaged sites are listed

• The presumed “Primary” 
site is indicated, but can 
be edited.

Combo Primary



COMBO SITES – ADD PARTICIPATING 
SITES DIALOG UPDATES

CURRENT:
COMING SOON:



Next Call
• April 17, 2020 @ 1 PM ET/10 AM PT


