RBM Notes for Researchers and Study Coordinators:
Muiltisite Projects in IRBNet

IRBNet provides many tools for managing multisite research. The collaborative platform may
network many sites that use a common protocol. Advantages include: elimination of redundant
activities, streamlined oversight and access to critical project documentation, linked reporting
capabilities, networked communication, and a more efficient, transparent process. Here are
some instructions for successfully managing multisite research on IRBNet.

Multi-Site Litmus Test

The only time the IRBNet multi-site tool should be used is when there is research on a single
protocol being conducted by independent Pls at different sites, each requiring a separate and
distinct review by the committee of record.

If all of these criteria are not met, then it is not considered a multi-site project.

Definitions
Lead Site

Multi-Site Compliance Process:

A Lead Site reviews the protocol and Lead Site Project Initiation
core documents submitted by a Principal

Investigator (with identified local project Research
owners at Local Sites). Community
I ——

When comp.lete., the approved Load Site Project
documentation is referenced by all local Xxxoo-1
research sites

e Lead IRB Review

Required core

documentation to

Lead Site Project initiate multi-site
research

All local site Pls listed

with read access

Oversight of multi-site
project, including core
protocol and
associated

This Project is the master project for the documentation
multi-site research. It contains the core

protocol information, master consent

template and other common project Multi-Site Compliance Process:
documentation. Local Site Project Initiation
Research
Local Site Community
|
An unlimited number of sites conduct Lead Site Project L ead IRE Reui
. . b ea eview
their research using the approved Lead o000 S
Site documents, together with local || Local Site Project
documentation. R

Local Site document examples include: SR S B

local consent forms, Pl CVs, etc.

Local Site Project
Local Sites vary in their requirements for R

review documentation, as per SOP.

Only one (1) Local Site may be in the same location (Research Organization) as the Lead Site.
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RBM Notes for Researchers and Study Coordinators:

Muiltisite Projects in IRBNet

Note: if you need more than one local site listed at a given research institution, please

contact Support.

How to Create a Project for Initial Submission to a Lead Site

v Follow the 5 Steps of the Researcher to create the Lead Site project and submit to the lead
committee. (5 Steps: Create, Design, Share, Sign, Submit)

0 When sharing with the Local Site collaborators/project owners/Pls, always select
from their local research institution.

The important difference is that the Lead Site is for core project documentation that will be

referenced at all the Local Sites conducting research.

v All core project documentation belongs in the Lead Site Project, for reference by all Local

Sites conducting research.

v/ DO NOT include local site documentation for review in this package.

The Lead Site project should be shared with the coordinating researcher at each Local Site.

Establish your multi-site project
at Local Sites.

Once the Lead Site Project is

approved, you may begin the multi
site process.

v Access the Share Project page
to multi-site the project.

v" The Lead Site project should be
shared with the coordinating
researcher at each Local Site

s Establish multi-site projects at
,”-:», Training Energizer Local Sites

Once the Lead Site Project is approved, you may
begin the multi site process.

Welcome ta IREet Project Overview
Jubn 44281 1] Motivations of Ressarch Subjects: A Mixed Methods Study
M iy You have Full access o this project.
Craate New Pr Resoaach Instinsmion WMetiopolesn sy Fradenck WD
¥ by Rarmindars A the Sh fch Subgects. 4 Momd Mathods Stedy
+ Access the Share "

I".m'mt. u,___t‘f"“ ""‘_ / Project page to multi-

— site the project.

9| ¥ The Lead Site project
should be shared with the
coordinating researcher at
each Local Site,
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IRBM Notes for Researchers and Study Coordinators:
Multisite Projects in IRBNet

Share the lead site project
using the multi-site tool.

From the Share Project page, select
Multi-site.

. o e Share the Lead Site Project
%‘_;Tr-air_llng Energizer . USII"Ig the MU|tI-SItE TOOI IRW

‘ From the Share Project page, select Multi-site.

Share Project

[44381.1] Motheations of Aesanech Subjects: A Mixed Methads Soary

Yo may shace th propct with cther Resemchirs. Comerties Members. Admnstraters and Spomons You may sl
0md 3 complety copy of this project 15 3 Princgal Imestigator o ancther sill if this is @ muki-ste proet. You may akio
transis¢ cwnership of this progect 1o anather indrdual

 Share: Use this eption 4 you wish bo share your project meih clier Researchers, Commites Membsrs
Ademanistratons of Spongers a your own instibuticn o any other insstubion. For example, you may wish to shar this
l\’oecl it othet members ofyout research taam o0 that you may collaberate inthe desgn and develosmant ofthe
HEBGr 10 BOBCE Seadback pror b SubmEtng your proect tor

D% thes option only f your prosect 15 3 MUks-54 Brepect 3nd you wish 10 send 3 Complets and
= Mﬁﬂnﬂnnap cipal lrverst qm«anﬂmsm TwocalPum»xmlwm..lhau

o ohtan project docad copy of these a4 consent
Rerema] 15 meet the recud ol be skl 10 Mondor the rogress of this propect 3t ey
tocal site. Tog ctharloc] * S€lECt the Multi- Lo o o the progress of this prosect 2t waey loca

ste nchuding yow owe]  Site option.
« Transher: Transies you Gwearap 07 TS FIOReCt 10 WHolher vser. bn doing o you will relnguish all sccess 1o this
petuect and the desgnatnd ussr will be gracted Full access
UserMome  Orgamlzaion  AccemType
Wictor Hugo North Amencan College, Viellsls, (A Read
Mark Jores Getkam Unwiesy, Froduack MO Rad

Select a Local Site.

Find the appropriate Local Site with
which you will be sharing Lead Site
project information.

v" You may select a location only
once.

v Find the appropriate
organization by using the
Search tool.

v Once you have highlighted the
correct organization, click to
continue.

E,- Researcher; Multi-Site .
/;:‘ Training Energizer Select a LOC3| Slte ]RW

Find the appropriate Local Site with which you will
be sharing Lead Site project information.

Multi\"it!e Project

[44381.1] Motivations of Research Subjects: A Mixed Methods Stady
¥ Find the appropriate

You mary use thin optisn i your peoject is & muliaite prjgsct and you wash to creats an ing
a Princpal imvestigator at arcther ste. The local Procipal inestigator wil be atle to obtar organlzatlon b\l’ us"‘g
il 2 mury mddy thee copy of these docurmants (such as cansert kems) tomest thef LN Search tool,

3 of this progact at avary local ste. Tha sihar loc e
able b monitar the progreas of Bhes prowect B8 every (ocel aite (iniuding your )

To cioate an mdependent copy of ths pogect for 3 Princpal Ismstigator at anothagefo. fest seloct the new ate.

Search o o [a=—= o

Salect an Organizations

NOTE: To have new local sites s — Soec Ogmanen
(organizations) added in IRBNet and Dralzatin, SHCERS
properly associated with your IRB, —
please contact IRBNet
Support. Once they are established
within IRBNet, we advise adding the
organizations to your list of
Authorized Organizations with
access to your Documents for
Researchers Library.
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RBM Notes for Researchers and Study Coordinators:
Multisite Projects in IRBNet

Select a Local Site coordinator.

Each Local Site project must have a
researcher designated as the
coordinator; this is the Project
Owner for this site.

v' Use the drop-down menu to
select the appropriate
researcher.

v' Add any message you would

PP Resarchier: Multi-Site
sty Training Energizer

Select A Local Site Coordinator  IRBNit

o v use the drop-down
menu to select the

appropriate
researcher.

Each Local Site project must have a researcher
designated as the coordinater; this the Project Owner
for this site.

Muiti-Site Project
Fovearch Subjocts: A Mixod Batbods Study

fmerican College ta b responsible for the local copy of thes multi-site pecject

butomaticalty b notifed 1hat thay have been grasted access 10 3 copy of this multi-sike peoect
8l comments to be included in this notication

like to include with the automatic
notification and click Save. Voun Cormonts
* roquen fokls '."\
¥ Add any message you
would like to include with
the ic notification
and dick Save.
Complete multi-site sharing.
Repeat the process until all Local Complete Multi-Site Sharing IRBNet

Sites have access. The Project
Overview page will display each
site, along with its status.

v" NOTE: If the Lead Site is also
Local Site, it should be shared
as such.

v" Access detailed information for
any of the sites associated with
the multi-site project.

PP Resarchier: Multi-Site
sty Training Energizer

¥ NOTE: If the
Lead Site Is also
Local Site, it
should be shared
as such,

Repeat the process until all Local Sites have access.

The Project Overview page will display each site, along
with its status.

Tha docurmants for this proect can be scceased fom the Designar

Submaod 12

Metropolear IRB (41120171 Pending fteview Review details.

Sharvd wh the tobowng RENet users

Jotin Researchor
WVictor Huge
Mark Jones

This is & meiti-ste

Metrogoltan Uniersity, Fiedenci. MO Full
Horth Armerican Colege. Wellsilie. 1A Ruad
Gotham Ursversty, F recenck MO Read

peoject IRANet autcmat.cally grants permission for the ressarch 1aam and imewg Commises & sach

parbcipating sie fo wew the stalus, documentalion and cetads of the project at othes participating sites. To wew the delals
o ihis proyect at another paricipating site. chck the Thtada™ bink for thar 528 or sebect that st bom tha Jump kst Thes
Frelti-ace progact 15 beng Conducied Mt the folowng stex

Sump To:  lrepobtan Unssdy, Feedench, WD [EN

far any of the sites

- 2 -
ﬂ ¥ Access detailed information

Ib; i il

associated with the multi-

site project,
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IRBNet

Notes for Researchers and Study Coordinators:

Multisite Projects in IRBNet

Local Sites proceed normally with
research on IRBNet.

Once each Local Site is established,
they may submit local
documentation to their local
committee.

v" The PI field will initially be blank.
To enter a PI, click the Edit link.

v' Be sure to add only the required
Local Site documents in the
Designer for Local Site projects.

v/ Each Local Site should walk
through the 5 Steps of the
Researcher to submit to their
local committee.

Pl Researcher: Multi-Site =
@ Training Energizer Local Sites Proceed Normally [RBNet

Once each Local Site is established, they may submit
local documentation to their local committee.

Project Overview

4382 1] Mativations of Hesearch Subjects: A Mixed Methods Study

feesanrch instinuthon Korth Amenican DO

Tigle Matratons of Sessarch
Principal investigator

Saabun Wit 0 progiess

. Extra Credt

Fpomor Natonal Hesearch Foundation

¥ The PI field will initially
be blank. To enter a PI,
click the Edit link.

The documents for this peoiect can be sccesssd fom the Designer. | + Be sure to add only the
required Local Site
documents in the
Designer for Local Site
projects.

Chck harn to submis this package f revies

Sharad wih the folcwrsy IRBNot users

Hodh Amencan Collegs Wellwale A

project. IREHet automatically grants permiession far the reseaich loam and eeviewing committoes at sach
e iew the status, documentation snd detailh of the proect st other particinating sites. Ta view the detsls
s propect i ancihar panticpating 1, chck the “Detads” bk for that ste oo select that sde Fom the Jump ket Tris

-t propoct 5 being conductod 2 the filowng clés

+ Each Local Site should
walk through the 5 Steps
of the Researcher to
submit to their local
committee.

Jumyp To: Metropoitan Unnersey. Fredence, MO [ERERSN

Feenscher Braaite g Detads.

et Ustiosilan BB

e T—
Fradrcs, i3

Mo Goman Uskesdy, Fredeich - e ot = Dot
) mubmitind
ros— P Deisia,

Monitor the progress of other
sites.

Once the multi-site project is
assembled, researchers and
committees associated with each
Local Site will have visibility into
Lead Site project documents, as
well as all other sites.

v" Researchers, committee
administrators, and reviewers
can all access Lead Site
documentation via the Project
Overview page.

s Monitor the Progress of Other

| Researcher: Multi-Site =

!-/:."i Training Energizer Sites ]RBM
Once the multi-site project is assembled, researchers and
committees associated with each Local Site will have

visibility into Lead Site project documents, as well as all
other sites.

Tha documants for this projct can be Bcceased fom th Daskgner.

Submdted 1o
Piorth Amencan College (RE 040112011 Pending Review Roview desalls

Sharod wih the tobwng IHENet users

Horth American Coliege, Welralie, U Fuil
HNorth Amercan College. Wellsalle 14 Read
Morth American Cold

¥ Researchers, committee
This is & muiti-site peoject. RBNet automatically grg administrators, and reviewers |aees s each
»rmrc“w wite 10 wew the status, nx.-—.-::m can all access Lead Site ;,I:u_:.‘ﬂ.lh
o SRR L i i 1 N 1 1l
e wiwn]  dacumentation via the Project ‘
Overview page.

e Semewite Arsnatre

[rTe—_—

[ —
Frodercs, 10
Mo Gemen Unsenuty, Fisderct e [rpe—
"o
Mo Wetspoite Uity : Ressarcher on subentied Dewsts
Frroeh, 1T
Mo e deicae Cotege. Wbuoey = Pemfing  Norh Amercs Cotese  Detsis
Viebyrte, 4 Arvew BB
S ASnend deyngiSes.
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IRBM Notes for Researchers and Study Coordinators:
Multisite Projects in IRBNet

Review Lead Site documentation.

You may review the Lead Site core P e Review Lead Site Documentation. IRBNet
documentation (DeS|gner) and L T may review the Lead Site core documentation
board documents (ReVieWS) at any (Designer) and board documents (Reviews) at any time.
time.

v" View the Lead Site’s submitted
project documentation from the
Designer page.

[44381.1] Motivations of Hesvarch Subjects: A Mixed Methods Stady
Metropoiitan IRB, Frederick, MD

Reviews.
TSN New Pt PRI
[

BBET0N Pl Comrities Revew OABLI0I  uBLd0ND
0N

v" View the Lead Site approval
letter.

Board
= =

BwILDe B3 Ay H

¥ View the Lead Site’s submitted ¥ View the Lead

project documentation from the Site approval

Designer page. letter.
Communicate with research
teams. oo . COMMunNicate with Research

ﬁ 'I‘frolmng Enngizcr . Tea ms ]Rw
You can communicate with "W ou can communicate with researchers associated with
. . . i i h ] il I,

researchers associated with any site o e e e i e

New Project Message
44381 1] Motivations of

¥ Choose between researchers
Use this page to sand comf  associated with all sites, or |5 for any submitted package Youw

o the ot sote 221 only those with access to the :',,';'7';,‘;,";',::31:;';";::‘
amwel as by Commatee | Lead Site project.

by using the Send Project Mail tool.

v Choose between researchers

associated with all sites, or only e i R
. Cwer
those with access to the Lead praseimamemant i e
Site project. e A e A
i . Foard Contact: v Megag: th[e co?rdinatin? )
v' Message the coordinating e researchr or soch Local Skt |emnc
. i S —— the Lead Site documentation. L
researcher for each Local Site to

Subject ® (REHH message from Jonn evencer

Mewsage & Ry [44351-1] Motnations of Rusearch Submets. A Mosad Mecheds Study

inform them of changes to the
Lead Site documentation.

Pleass logn 10 BN 1o revew tis progact

Ftegards,
John Ruvearche
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IRBNet

Notes for Researchers and Study Coordinators:

Muiltisite Projects in IRBNet

Ongoing Reporting to Boards

Update Lead Site core documentation and report events to Lead or Local IRBs via subsequent
packages.

1. Lead Site Reporting to Lead IRB
Over time there will be the need for the Lead Site to update core project documents and circulate
other documentation. The Lead Site Principal Investigator can create new submission packages

and submit to the Lead IRB as necessatry.

2a. Local Site Reporting to Lead IRB

To report local events (unanticipated
problems, etc.) to the Lead IRB:

1.

2.

Create a new package in your
Local Site project.

Attach the relevant
documentation.

Submit this package to the Lead
IRB. If required, submit this
package to your Local IRB as
instructed.

2b. Local Site Reporting to Local
IRB only

To report local events only to the Local
IRB, it is necessary to do the following:

1.

Create a new package in your
Local Site project.

. Attach the relevant

documentation.

Submit this package to your
Local IRB.

Multi-Site Compliance Process:

2a. Local Site —Lead Site IRB Reporting

Research
Communit

| Local Site Project
YYYYYY-2

Local Site Project

|Local Site Project
AAAAAA-4

—_—

LZ7777-4 _—

—_—

Lead IRB Review

Multi-Site Compliance Process:

2b. Local Site — Local IRB

Research
Communi
Local Site Project

YYYYYY-1 \

Local Site Project
Z2Z27777-1 | >

Local Site Project| e >
AAAAAA-1

Lead IRB Review

Local

SiteIRB —>
Local

Site IRB >

Local
Site IRB
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RBM Notes for Researchers and Study Coordinators:

Muiltisite Projects in IRBNet

Continuing Review Submissions

Submit to your local IRB office with
complete documentation.

Local Site Reporting to Local IRB

To report local events to the Local
IRB:

1. Create a new package in
your Local Site project.

2. Attach the relevant
documentation.

3. Submit this package to your
Local IRB. They will review
and provide process to the
IRB of record.

Multi-Site Compliance Process:
Local Site — Local IRB Reporting

Research
Community

Local Site Project (SBU)
YYYYYY-1

Local Site Project (Upstate
ZZ7777-1

Local Site Project
AAAAAA,

Lead Project (SBU)
; KHHKHKAKK-1 Lead IRB Review

Local Site
=" IRB I
> Local Site

IRB I
Local Site
—p [
IRB

Ongoing Submissions
(not continuing review)

Submit directly to the IRB of record.
Local Site Reporting to Lead IRB

To report local events to the Lead
IRB:

1. Create a new package in
your Local Site project.

2. Attach the relevant
documentation.

3. Submit this package to the
Lead IRB. (If required by
local SOP, also submit this
package to your Local IRB
for their reference.)

Multi-Site Compliance Process:

Local Site —Lead Site IRB Reporting

Research
Community

Local Site Project
YYYYYY-2

Local Site Project
ZZ7777-4

Local Site Project
AAAAAA-4

Lead IRB Review
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