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Researcher frustration @

* Inconsistent IRB reviews may be contradictory and
are time consuming for sponsors of multi-center
research.

* Researchers (and subjects) may be excluded from
multi-center studies by delays in or “outside the
norm” IRB review.

i Most researchers and IRBs agree however
1 that local IRBs are essential, and that a move
towards centralized IRBs may be worrisome.



The Need

* The creators of IRBNet recognized the need
for a more organized and collaborative
system of research design and IRB review.

 Dartmouth College and the Children's
Hospital of Philadelphia received NIH
funding to collaborate on the development of

a national, centralized and secure, networked
IRB system.



Specific aims of IRBNet

« Educate researchers through “best practice”
guidance in the development of protocol and

consent forms.

D

 Facilitate communication
among IRBs in the review
of multi-centered trials

o Streamline the information
required for IRB review
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2 Modules

« Study Manager
« Communication
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STUDY MANAGER

In the Study Manager, users can:

» Attach completed protocols and
consent forms

» Create and edit protocol and consent
forms using the Study Designer

* Submit studies for review
» Share their study with other users...




Multi-Centered Studies

* Lead PI (or sponsor)

— creates protocol and documents using Study Designer, or uploads
completed documents

— chooses researchers to share with from registered list of
researchers from participating organizations

 Local Pl

— Automatic e-mail notification is sent to each user, documents are
copied across, and only local site information needs to be added

— Documents “translated” into local format if data elements available
— Each user then submits documents to local IRB for review

« |Lead/Local IRB Review

— Participating IRBs can search for and share review information
— No more re-entering all data for each institution, only local data
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The Communication Module:

* Allows IRB administrators to communicate
and collaborate when reviewing studies
ocally and multi-site.

 Reduces IRB workload and paperwork by
nelping researchers to develop “best
practice” studies before submission.




In the Communication Module, IRBs can

« Search and view other IRB decisions
on multi-centered studies.

 Input new studies and their review
status at the local site. (i.e. pending,
approved, etc.)

« Communicate with other IRBs to
discuss review decisions.
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Communication Module

Studies submitted to your local IRB

. - wiew documents and enter IRB review status.
. Cnmmumt:ate your local IRB decision with participating IRBs.

« Search for review decisions completed by other IRENet users.

s For reviewed studies go here.

[Healthy Teen Project |[Ardis L Olson, M.D. || 03/18/2004 |[15427-1]

|Double-blmd, placebo, pneumonia study ||Dr Barney Rubble || 03/15/2004 ||ﬂG231 1|

Using biomarkers to improve the prediction of death for ||Gerald T. O'Connonr|| 02/04/2004 ||04026-1
CABG surgery

[Search] 3 Submissions found, displaying all Submissions.

QUICK SURVEY |

M Please Complete
tlour Customer
wj| Satisfaction Survey Eduzasione coment frovided by Cricrenls Mool of Friadeiseis

Copright &, 2004, Trusiess of Dartmouth College, Al Rights




Welcome Liz Bankert

Begin New Study
Registration Details
Logout

IRB Administrator

My IRB

Search Reviews
Communicate Review

System Administration
Users

Organizations

Studies

Events

Statistice

Any Comments?

QUICK SURVEY

M Please Complete
|our Customer

| Satisfaction Survey

COMMUNICATION STUDY MANAGER

Communication Module

Study Review Details

|

| Study Title|Healthy Teen Project
| Local Principal Inuestigamr”hrdis L. QOlson, M.D.
|
|
|

Submission Dale”DSHBIED[M
Submitted by”Cher‘_-,fl Bush
IRBNet ID| 15427-1

IRB Reference Mumherl

' Approved
' Deferred
Review Status ' Exempt
" Not Approved
' Simple Minor Revisions

Review Date IDS;"E 4/2004
Expiration Date |[]3;"24s"2[][]5

Share review information with IRBs [v]

B

Post review comments to IRBNet
jic
=

Send comments to Researcher
it

OK Cancel
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Communication Module

i
Search Results

« Click on a Study Title to view study and review details.

You may search again or enter a new study and communi cal IRB decision.

Antihistamine effects on rhinovirus ~\ \ ||Arcadia University IRB._[[11/25/2003] APP ][01588-1]
Antihistamine effects on rhinovirus Nl|Wagner College IRB_ ||08/14/2003|| NAP |[01588-1

2 Revig - \ /

QUICK SURVEY

M Please Complete
f|our Customer
S| Satisfaction Survey

ooenert oy
Copright &, 2004, Trustess of Dartmouth College, Al Righnts Resensed
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HOME COMMUNICATION STUDY MANAGER NEWS

Communication Module

Study and Review Details

Study Title][Antiistamine effects on rhinovirus |
IRBNet ID||01588-1
Local Principal Investigator|[Rali Fanelli |

Review Detail=
IRB||Arcadia University IRB, Glenside, PA

IRB Contact||duckie web
IRB Reference Number|[ARC 73322
Review Status||Approved

view Information|[Yes

If this study has been submitted to your IRB, then yvou giay add your local IRB review deni@

QUICK SURVEY |

M Please Complete

tlour Customer

=) Satisfaction Survey Eduzasionm: comen orowided By Criden's Hosonal of Friisdeionie
Fesenaed

Copright &, 2004, Trusiess of Dartmouth College, Al Rights
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[RBNET

User Name

| Welcome to IRBNet!

Password

e |File Edit  View Favorites To

The IREMNet mission is to establish an effective means of communication and
| streamline the exchange of information between researchers, IRBs and sponsors.

Login

Mew User Registration
\

IRBNet Features:

IRBs: can receive study materials, communicate IEE decisions to local researchers and
carmmunicate with ather IRBs in multi centered studies.

Researchers: can create protocols and consent forms, share study materials with IREMet
users and submit studies to their local IRE for review.

Sponsers: can attach study materials, give researchers access to study materials and wiew
decisions regarding multi-centered studies.

lick here to learn more about the IRBNet.

IREMet was developed by D outh College in collaboration with the Children's Hospital of Philadelphia.

Explore IRBNet for yourself! Please provide feedback.

WWW.IRBNET.ORG

Edualoral conenl prodded by Childrens Hespl & oT PRadelphia,
Gopyrighl &, A0+, Tnas ees of barimouh Gollege, All Rlghls Resened. w
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