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System Access

How do I access the WCG oo mcrmneenn [ m—

IRB Connexus Portal? Services v Howto Submit v Insights v AboutUs v  Contact Us Q = Lm'" Tn “E IRB m"m

The two most common ways to access
the WCG IRB Connexus portal are:

Leading the Way.
Setting the Standard.
o Access via WCGIRB webpage: Once again we're reshaping the future of ethical review
with our unified experience and revolutionary new
N av' g ate ‘to WWW. wcg i rb‘ com sldjbmis.sior;]plaltt}f]orrr:hEmpoweriTg research and
. advancing health — then, now, always.
and click on the LOGIN TO WCG

IRB CONNEXUS link.

Advancing As One.

We're combining best-in-class capabilities to raise the bar
for our industry. Building on our 50-year legacy of expertise o,
and service, our five industry-leading IRBs are now WCG IRB L

e Access directly via the login page:

To bypass the main webpage and go

straight to the Connexus login page, s N .
navigate to connexus.wcgirb.com. i What if I don't have an account?

Si; in te t € t t
R If you are new to Connexus (you have never used Connexus

in the past), then you will need to create an account.
a If you are an existing user in u fnter your user name

the legacy system, and you Method 1: Click the Create a new account button found on
are logging in for the first n R the login page to get started. Once you log in, you will need
time, you will need to first to request access to your study-sites.

reset your password, accept

— o

Remember me

the terms of use and ensure Method 2: A Site Manager invites you to a study-site from
you are using the same email within Connexus. This method will generate a notification
address that was associated with a link you can use to start the registration process. Once
with your legacy account. Forgot password? you log in, you will automatically have access to that site.
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Welcome back, StudyMgrM, you have 0 new updates on your ‘
submissions.

Since your last login, today

SA1X

DEMO Cardiomyopathy Treatment Phase II DEMO Cardiomyopathy Treatment Phase I

Need Help?

Search the Resources page to learn more about working with
Connexus. The Resources page can be accessed from the

R top navigation menu, and contains a user guide, instructional
videos, and task-oriented quick reference guides.

If you need help, you can click the “Need Help” icon to
access WCG IRB Client Services Contact Information.

You can live chat with a member of client services in real
time by clicking on the chat icon on the bottom right side of

e the page. This tool can be used during Client Services hours
of operation.
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How do I use the Dashboard?

As the default landing page, the Dashboard is where you will likely spend a lot
of your time in Connexus. The following can be achieved using the Dashboard:

Track “In Progress” Submissions:

The Dashboard spotlights your “In Progress” submissions, including
any that require immediate attention. Use the submission information
displayed within the Needs Action and In Progress tabs to:

Monitor the progress submissions under review

Learn more about additional actions that may need to be taken
on any submissions tagged as “Needs Action”

Download outcome documents from recently approved
submissions (displayed under Needs Action for 10 days after
approval).

Make a Submission:

Use the Make a Submission button to create a new submission for
review. However, it is important to make sure the study-site does not
already exist first. See Add a New Site to a Study before using Make
a Submission to add your site to Connexus.

Request Access to a Site:

Used to request access to your specific study site. In most cases
you will be requesting access to a site, and not the study. See Proper
Method for Requesting Access to learn more.

Make a Submission ‘

Request Access
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Where is my Study-Site Information?

In Connexus, a study-site is the entry on the Sites page that displays your site What if I can't find my site?
information as it pertains to a specific study. Therefore, your site may be displayed

multiple times on the sites page as each instance represents your site as it is Ensure that you are looking on the Sites (/)
associated with a specific study. Each site details page displays study-site information page and not on the Studies (X) page

such as associated submissions, outcome documents, Pl Name, and contacts.

The Sites page displays your
: study-site information, whereas
Dashboard Submissions Studies Sites Resources the Studies landing page is
' : typically only used by Sponsors or
CROs for protocol-level activities.

Sites If you still cannot find your study-site, you

may have to request access to the study-
site in Connexus. See Proper Method for
Requesting Access for more information.

Search

Pl Name Sponsor Sponsor Protocol ID IR Tracking ID

DEMO, InV100 (@ DEMO_Sponsord DEMO-900-USA-1X 20200185

w:g;IRB Connexus Dashboard Submissions Studies Sites Resources

Study Name
DEMO Antl-Depressant Therapy Phase |

° Locate the speCIflc Study-SIte: Sponsor ‘Sponsor Protocol ID Initial Approval Last Review
Use the available search bar to locate the specific PR Sponsertd B s I
study-site you need to access, then click on the PI 05 AN 2022 20201230 o approhe
Name for that site to access the Site Details page..

Pl Details
Invk DEMO

Independent Practice | United States 11 West San Diego CA 88888

0 Locate Study-Site Information and Documentation: = e o -
The Site Details page displays information about that
study-site as well as providing links to any study-site submissions OutcomeDocuments | - Gantacts
specific submissions, and an interface to view or
download outcome documents Start Date i ST B seaon Q

01 March 2021 Page 3 of 7



ch. IRB Connexus Site Orientation Guide
Y

Proper Method for Requesting Access

To request access, click the Request Access button on the Dashboard.

‘ Request Access

0 Select the option “Site”:

This will allow you to request access
for a study-site. Do not select “Study”.

Request Access

I'm asking thelmanager for access to a:

) ; O Study © Site Q Select "Study” to reguest access that includes all sites in the study.
e Search by the site’s Pl name: Choose "Site" for access to one specific site.

Search for the study-site by entering the site’s Pl name in

the form “Last Name, First Name”, and then click Search.
° O\ DEMO InvJ

Search by Pl name (format: last name, first name)

e Enter the IRB Tracking ID (if necessary):
This step is only necessary if the Pl you searched for is

associated with more than one site in the Connexus system. ® 0200204
You can obtain the IRB tracking ID from the study team. |

There is a match for your search

Sponsor Sponsor Protocol ID IRB Tracking ID

o Submit your request for access:
DEMO_Sponsor2 DEMO-250-CAN-37X 20200204

After locating the correct study-site using the search tools above,
you can click the Submit Request button. This will send an email

notification to the study-site manager, who will be responsible for
granting you access. You will receive a confirmation email notifying

you if your request has been granted or denied, and if granted, what
permission level you have been assigned for this study-site.
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Add a New Site to a Study

o Search Connexus to ensure the study-site does not already exist: Define your submission and select the study to
To do this, first search your sites page. If you do not find the site which you're adding a new site:
there, contact your study team to see if the site already exists in One of the first steps in the submission process
Connexus. If it does, you may request access to the study-site. is to indicate to which study the new site being

submitted for approval should be associated. When
submitting a new site yourself, you will likely need
to enter the IRB Tracking ID to associate the study.

e Add a new site to an existing study:

To add a new site to an existing study, click the @

Make a Submission button on the Dashboard.
Don't have access to the study? You may still
submit by specifying the study’s IRB tracking ID.

. Enter IRB Tracking ID
Make a Submission nter racking

e Select the option “Add e Complete your submission form
Principal Investigator/Site": and submit for IRB Review: {{ Submission Checklist
This will allow you to submit The Submission Checklist will guide
the site for an existing study. you through the submission process ° Setup
ey by presenting you with questions
_'D_C)\ based on your submission type, T
ﬂ If you are the submitter answers to your setup questionrs], and O e
; ; .. answers to some questions within '

];?thsr:ggc?ﬁ;' r)g::léi‘:,\’g | Add 1_='n.nc1pa_1 the checklist itself. After you have O Submission Documents

Manager access to Investigator/Site completed the submission checklist,

that new site. you can submit for IRB review by

clicking the Review & Submit button. Review & Submit
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Manage Study-Site Contacts

wcg" IRB Connexus Dashboard Submissions Studies Sites Resources e e v

L

a Navigate to the Manage Contacts page:

To access the Manage Contacts page,
DEMO, InvK ‘ T —— + click the Manage Contacts button on a

study-site’s Site Details page. See Where
is my Study-Site Information to learn

Study Name . .
DEMO Osteomyelitis Treatment Phase 1 Study how to access a site details page.
Sponsor Sponsor Protocol ID Initial Approval Last Review
DEMO_Sponsor10 DEMO-100-USA-1X 02-0CT-2020 02-0CT-2020
Expiration IRB Tracking ID Institution Tracking ID Status
02-0CT-2021 20200197 n/a Approved
What if I don't see the
Manage Contacts Button?
a Manage existing contacts: a Manage requests for site access: ) )
On the Contacts tab of th This is wh I di ts f Only site users with the Manager
Mn € g" atc st abortne 'S |svtv ;:_e a .tpen Ing recl(lﬁf] s for permission can access the Manage
dgtnage ‘ontacts nge, youcan access to dlslf)S' € ct]u:jeue untirthey Contacts page. See Site Roles and
edit permissions and remove are reviewed by a study manager. Notifications for more information.
access for existing contacts. Requests can be approved or rejected. }
You can also directly invite new Requesting users will receive an email Ensure that you are starting your
contacts from this tab. letting them know if their request has search from the Sites () page

been approved or rejected. and not on the Studies (X) page
Verify that you are viewing the

correct study-site. You may have
different permissions for each site
that you can access in Connexus.

: : Contact the site manager to update

Contacts Requests e your permissions if you believe you
should have manager access
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Site Roles and Notifications

What are the site roles and permissions?

The three available roles for each site are:

Manager  Submitter  Read Only Manager: This role is specifically tasked with managing user

Manage user access (add/edit/remove) access to the site. Therefore, each site must have at least 1

Make submissions manager.

View and download submission documents Submitter: This role has the ability to make submissions on
behalf of the site.

View and download outcome documents

Read Only: This role can view the site details page, as well
as view and download any available submission documents
and outcome documents.

L. . . Notification Types
What notifications can I expect to receive? .
Access Submissions made on Outcome documents
All three roles will receive notifications when submissions were requests behalf of the site available for the site

made on behalf of the site, or when outcome documents have

become available. Users with the manager role will additionally
receive notifications whenever requests for access are Submitter N/A
submitted, or when they are processed for the site. Therefore,

it is important for site managers to plan accordingly to receive
those additional notifications.

Manager

Read Only N/A
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