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What We Will Cover In Today’s Session wcg'OIRB

Introduction to the New WCG IRB Connexus
Highlighting What's New

System Walkthrough

New Submission Workflow

System Transition “Need to Know”
Information

Resources and Support
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WCG IRB Connexus Overview



WCG IRB Connexus Overview

Since your last login, today

Make a Submi ‘

Search for recent submissions below

weg IRB Connexus Dashboard Submissions Studies Sites Resources 9 0~
Welcome back, StudyMgrM, you have 0 new updates on your ‘f
submissions.

Needs Action @ In Progress @

Preparing for Board Review

sp ocol
DEMO-300-USA-99X

DEMO New Rapid Test for Pancytopenia Phase
mv

Invi DEMO

¢ 30SEP2020

‘Additional information or clarfication needed

View Outcome Documents

Recelved

DEMO-900-USA-3X

DEMO Ringworm Treatment Phase I Study

NV DEMO

26:AU6-2020

Additional information or clarfication neededt

Drafts @

Complete

DEMO-250-CAN-37X

DEMO Protocol for Gene Manipulation Phase 3

dy for Iniia

INVJ DEMO

305EP2020

e: Not Fully Approved

View Outcome Documents.

Complete

Sponsor Protocal D
DEMO-900-USA-1X

DEMO ThrushTreatment Phase 1 Study

A New study for i

INVJ DEMO

View Outcome Documents.

Preparing for Board Review

DEMO-900-USA-IX
DEMO Add New PI Site to DEMO-900-USA-1X

ANew Site for Infia

NEVIPI3T DEMO

Hold Date: 31-AUG-2020

Hold: Additonal Information or clarfication needed

Simplified study submission
and tracking process

Track your review progress
through a transparent process

Incorporates most submission
forms into a single interactive,
online submission process



Legacy MyConnexus vs. WCG IRB Connexus — Understanding the Key Differences wcg..IRB

Legacy MyConnexus WCG IRB Connexus

Sites would require access to study workspaces to
submit a new PI

Administrators / Client Services would enter contacts

Users required to search for forms outside of the
system in several locations and formats

Workflow to make new submissions started from a
study or site workspace

Users can submit a new Pl without being granted
access to the study

Users add contacts when they create submissions

Commonly required forms integrated into submission
process; directed to many other forms located in a
central location (http://www.wcgirb.com)

Make a Submission from the Dashboard and then
select Submission Type
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System Access & Signing In



2 Ways to Access the System

T PRy e I S5 T NTS B SRR,

FIIPTR T tom wzibenhl v nsighite v Aot Lw v GO0l L

Leading the Way.

Setting the Standard.

reshaping

Direct Link: https://connexus.wcgirb.com

Via the WCG IRB Website: http://www.wcgirb.com
Click “Login to WCG IRB Connexus” link in the top navigation

To Download Forms: How to Submit>Download IRB Forms



Signing In ch"|RB

-

Legacy MyConnexus users need to reset weg IRB Connexus

password and accept the Terms & - |
C d't' . 't' | . . Create a new account
onditions upon initial sign in

Use the same registered email address n e
as you have in Legacy MyConnexus

Your username is your email address n

New users can register using the Create
a new account button

Remember me

Forgot password?
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Dashboard and Access Roles Overview



WCG IRB Connexus Dashboard

Ses Resources 9O~

weg IRB Connexus

Welcome back, StudyMgrM, you have 0 new updates on your & - o This iS your |anding page and Central hub for most

submissions.

- i
P WCG IRB Connexus activity

» Contains:
o Notification section

»»»»»»» o Make a Submission button

Sponsor Protocol 1D
DEMO-900-USA-1X

o
O
Il

Sponsor Protocol ID Sponsor Protocol 1D
DEMO-300-USA-99K DEMO-250-CAN-37X

DEMO New Rapid Test for Pancytopenia Phase DEMO Protocol for Gene Manipulation Phase 3 DEMO Add New PI Site to DEMO-900-USA-1X
= R t A butt
A New Study for Initial Review ANew Sitefor Infial Review
R o equest Access pbutton
NEWPIS

o Track Submissions area

305EP2020

Hold: Additional information of claification needed

o Search
Tabs for callouts: Needs Action, In Progress,

Drafts
o Two different views, per your preference

View Outcome Documents




Dashboard — Card and Table Views

Two different options for easily viewing submission/study details:

u.-;‘uln. [ inshberam nvmnmaan anadine sliww vzt 0 B v
Maady dctien In Program {00 Eradts @)
O :
- O i & Uiz e Mwwnis Azhaen 1 Duwwww Corepheim 1

abmezaon croo b el I Sz

Haw

- R 1A T
1M o1 Dosble Dimd Trind of AD-ITH T [ 1] [erperes— e
g o S —

Hew

’ S BN

ow e
IR Submissian Hame {11334 BAT ased Viaw Sullikisbist e
Wlkx Rovier Bl 1 L8 I
I for Doscbibe-Dlend Trind of EF M7 % [epS—

s sl SE—y

Chematherapy

iy e e e

11

O Received New

Sponsor Protocol IC

AB-1234-567

IR for Double-Blind Trial of
Chemotherapy

2 Sites [ View Al

Hold Date: 01-JUN-2020

Hold Awaiting CRO review and release

View Submission
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Make a Submission

The Make a Submission button on the Dashboard allows you
to start any type of submission

Select one of the following options:

« Initial Review of New Protocol (not yet reviewed by WCG
IRB)

* For existing studies:

o Add Principal Investigator/Site (to submit a new PI
for initial review)

o Add Documents to Study/Site (for an
ongoing/existing approved study)

wcg IRB

Welcome back Katie, you have 3 new updates
on your submissions.

Since your last login, 05-JUN-2020

Make Submission ’ Request Access

Make a Submission X
Set Up 4 2
What type of submission are you making? ) C \
You'llne of questions i 4 L i

upload required documents in order to submit for
working, and you may access this submission

I'm submitting a new study for initial review I'm submitting to an existing study

Add Study and Related C Add Principal Add Documents to

focuments

(]




Request Access

You may request access to Studies and Sites.

» All managers of the target study or site will receive a
notification and may accept or reject it

* You will receive an email notification when your request
has been accepted or rejected by a manager

« Managers are responsible for ensuring users receive the
appropriate permission level for their role

» Managers may also invite users to join Studies or Sites

* NOTE: Study workspace access is NOT NEEDED to
submit a new PI for a multi-site industry-sponsored
study

wcg IRB

Welcome back Katie, you have 3 new updates
on your submissions.

Since your last login, 05-JUN-2020

Make Submission ’ Request Access ‘

I'm asking the manager for access oa:

Study (@ Sie 10 Sefect “Study” 10 request access that ncludes all sites in the study,
hoose “Site” for actess 1o one speciic site

Q

Search by Pl nami: (format st name, first nama)




Roles Review

There are different levels of access,
each with specific permissions. Your
permission level depends on how
your manager adds you to a study or
a site.

Legacy MyConnexus users will
automatically have access to their
same studies, sites, and submissions
in WCG IRB Connexus.

The permissions levels are as follows:

 Manager
« Submitter

* Read Only

14
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wcg IRB
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Site Roles (applicable to being a participating site on an existing protocol) ch'.IRB

Site tasks each role may perform based on permission levels:

Manager Submitter Read Only

Manage user access (add/edit/remove)
Make submissions
View and download submission documents

View and download outcome documents

15 © WCG IRB 2021
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Submission Process



Make a Submission: Initial Review of New PI ch'OIRB

Make a Submission X

For adding a new PI to a multi-site
study already on file with WCG IRB, -~
select the option below: What type of submission are you making?

You'll need to complete a set of questions and upload required documents in order to submit for
IRB review. We'll save your progress as you're working, and you may access this submission

\ under "Drafts” on your dashboard.

I'm submitting a new study for initial r

I'm submitting to an existing study

m]

Estimated Outcome Date

15-JUN-2020
Add Study and Related e e A Add ?nncnpa_l Add Documgnts to
Documents on or before this date if you Investigator/Site Study/Site
submit today by 5:00pm ET
@ Typically used to submit a study/pratocol that has not yet been © Typically used to submit © Typically used to submit a
reviewed by the IRB (or new HUD program, Expanded Access additional sites under an IRB- change or modification to
program, C i Use program, i approved study, HUD program, research already approved by
request, or generic documents). expanded access program, or the IRB.
emergency/compassionate
use program.
Learn more about Estimated Outcome Date + Example Documents +

17 © WCG IRB 2021



Make a Submission: Initial Review of New PI wcg..IRB

If you are adding a new site onto an existing multi-site study,
ensure the submitter has the WCG IRB Protocol # to make the new
Pl submission (study workspace access is not needed):

Setup

Find the study to which you're adding a new site or PL.

Find a Study

Don't have sccess o the study? You may stll submit by

epacifying the study’s IRB macking 1D

Enter IRB Tracking ID




Make a Submission: Initial Review of New PI

Study teams should enter the protocol ID for which they are submitting an
initial new site/Pl review, and click continue to proceed with the submission:

wcg IRB

Setup
Specify the study's IRB Tracking ID

Fmd a Sty

Q,




Make a Submission: Initial Review of New Pl Form

Be sure to add all contacts who need to
receive the day-to-day correspondence from
WCG IRB

You can add study coordinators or
sponsor/CRO contacts

Note: if you do not want all of your study
staff receive notifications, but you do want
them to have access to Outcome
Documents, you can add them separately
using the Manage Contacts tool

wcg IRB

Contacts

Are there any designated contacts for this research?

Contacis

Comtact Type




Make a Submission: Initial Review of New Pl Form

* Add all locations where research is engaged

» Be sure to double-check the information for
accuracy, as approved locations appear on
the Certificate of Action

o®
Research Location
Physical address where subjects will be seen or research will 1ake place
Locations
Location %

Company/Inatitution/Organization

Country

Address Line 1

Addrezs Line 2




Make a Submission: New Pl Form

Certificates of training are not required to
be submitted to WCG IRB

Only the CV and Medical License (if
applicable) of the Pl is needed, if not
already on file with WCG IRB

wcg IRB

Research Team Training

The Principal Investigator (Pl) must ensure that all investigators and research staff undergo training on the ethics
and regulations of human subject protections before being involved in the conduct of this research. For clinical
research, the Principal Investigator (Pl) must ensure that all investigators and research staff undergo training on
Good Clinical Practice (GCP).

Have all investigators and research staff involved with the conduct of this research taken one or more of
the following programs and all applicable training programs noted as required?

ACRP Certified Clinical Investigatar Training

CenterWatch: Protecting Study Volunteers in Research

Collaborative IRB Training Initiative (CITI)

DA Certified Investigatar (CCH)

SOCRA Clinical Research Professional (CRP)

Tri-Ceuncil Policy Statement online training (TCPS)

WCG Academy

@) Yes
No




Make a Submission: New Pl Form

23

Always mark “yes” to Institutional
Services question

Include the name of your
organization and your Institution #

UNC Institution #: 76615

wcg IRB

Institutional Services

Will you conduct this research through an organization that has a contract or Master Services Agreement
(MSA) fo use WCG IRB (formerly, Western IRB) for IRB Services?

@) ves

s
J No

Name of organization relying on WCG IRB (if known)

WCG IRB Institution # of organization relying on WCG IRB (If known)

© WCG IRB 2021



Make a Submission: New Pl Form ch'.IRB

UNC does have required consent
language on file with WCG IRB; indicate Consent Form Processing
Yes to first question

Does your organization have pre-approved consent language on file with the IRB?

Be sure to select the appropriate ® Yes
indication of how you plan to submit Na
your consent form

Indicate how you want us to process consent forms:

For new site submissions: UNC

submitters will be Sending in a Cover The IRB should insert the pre-approved consent language on file for my Institution and the site-specific

. . contact language provided in this submission form into the most recent IRB-approved consent tiemplate. (If
Page Wlth reC]U|red Ianguage elements you Include a consent farm with this submission, the IRB will not use it if there is a template on file.)
and a tracked ICF (4th Optlon of "Other") The IRB should add site-specific contact language provided in this submission form to the currently

approved template. (If you include a consent form with this submission, the IRB will not use itif there is a
template on file.)

| am submitting a consent with requested language changes shown as tracked changes
Other




Make a Submission: Upload Required Documents

The end of the form will show a
Document Checklist for what you
need to submit in order to make your
submission to WCG IRB complete

Be sure to include your appropriate
institutional sign-off

Subirission Decuments

Upload the files that you'll be submitting for this study.
To awid processing delays. remove secunty/password pratection from all submission documants
Documents

o
Document Checklist

Submit the following documnentation:

Available on the WCG IRE Webatte:

wing docwments can be downloaded on the IRB Website and mss: be

weglrt.com

updoaded wih your

he click to upoad
e wmm1GH




Make a Submission: Review & Submit

The last step before you submit will
allow you to download a PDF of
your completed online form

Click the Submit for IRB Review
button in the bottom right-hand
corner of the screen to submit for
IRB Review

A confirmation ID will appear within
a few minutes and is accessible via
your Submissions landing page

\

wcg IRB

Firveew & Subem

Almost done! Make sure you've reviewed all submission materials
before submitting to the IRB.

Yol Py e 10 8y secmnn of s sulwression and make advs belore submomng

My Submission
Initial Review of a New PL/Site
rat
Meed some hedp?
9

el
Hows BDGAM

Eminill Ua

Dewnload Draft PIF

\

Contset WG B00-562-4789
EDGAM 15 B:00PM Exsiem T

T, Wi

sy i Fridiy

\ Submit for IRB Review




Make a Submission: Subsequent Submissions (Amendments, Promptly

Reportable Info)

For adding documents to/submitting
for an existing approved PI or study
with WCG IRB, select the option below:

Make a Submission

Set Up

What type of submission are you making?

You'll need to complete a set of questions and upload required documents in order to submit for
IRB review. We'll save your progress as you're working, and you may access this submission

wlafts” on your dashboard.

I'm submitting a new study for initial review

m]

Estimated Outcome Date
15-JUN-2020

Add S“'ldy and Related Receive outcome decuments

Documents on or before this date If you
submit today by 5:00pm ET

© Typically used to submit a study/protocol that has not yet been
reviewed by the IRB (or new HUD program, Expanded Access
program, C i Use program, i
request, or generic documents).

Learn more about Estimated Outcome Date =

I'm submitting to an

Add Principal
Investigator/Site

Typically used to submit
additional sites under an IRB-
approved study, HUD program,
expanded access program, or
emergency/compassionate
use program,

ing study

Add Documents to
Study/Site

@ Typically used to submita
change or modification to
research already approved by
the IRB.

Example Documents +




Make a Submission: Subsequent Submissions (Amendments, Promptly o
Reportable Info) wcg IRB

Setup

Select the type of submission you

_ ) What type of submission are you making?
will be making

Follow the on-screen
instructions/questions

Please select an option below.
Upload documents and submit 0 i brvesiiion
(") Change In Research

() Contact Update

[ _ Continuing Review

() HUD Clinical Use Closure

() Not Listed

[ :_' Promptly Reportable Information
() Site Closure

() Translation Request




wcg IRB

Navigating Workspaces



WCG IRB Connexus Submissions Landing Page ch"|RB

it |l'l||! Coinoss Carshnard Swbminsinne Siudiesy Sitms Henmroen @ e -

Submissions

» Displays all submissions U (P a

e Click Submission Name to view

Fabasador rame “F subrrwion Type Fporoor Epovtpar Bromeod I Fi Harse faprmined aame iR Trackicg T
OER Ard Hew 5 G A M L bidwd B BRI Siisces ] DD 300 A5 T ECRAE WS 1V AR IPER

d etal IS DEME Sebrrizion Ma A i bl i EERNE Lpuanant L Ll
DERE Aod Hew 51 S &Rz e hdad 1 LRI Spureay LA UGA T LR A T 1T AL L [EEET T

 (Contains: i PR T I v

o Search / Quick Filters o el e S

LERT LT L Bl A1 LERAL TSR SRR T C

o Table displaying all submission i

& MEwarazs for s 2 uz A wa S ) {1
.
entrles DERI P Fexabd Tha & HeEwETsZ fornig CE Eronsort DE S5y a3 w3 LTS SEIT] acewer wa o
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Submission Details

Displays submission status and
other submission details
Also displays (if applicable):

o Submitted Sites

o Submitted Documents

o Outcome Documents

weg IRB

Tashieand,

DEMO Lung Cancer Treatment Phase i 10mg Dose
mwa a1 s

& |
=
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WCG IRB Connexus Sites (Pls) Landing Page

Displays all Sites you have access to
Click the Pl Name for more details
Contains:
o Search function
o Table displaying all site information,
including the status of where particular

documents are in IRB review

wcg IRB

weg IRB Connexus

Dashboard

Submissions

Studies Sites

Resources

96~

Sites
Search Q

PIName Sponsor Sponsor Protocol ID IRB Tracking ID Institution Tracking ID Status
DEMO, inv100 DEMO_Sponsarg DEMO-900-USA-1X 20200185 n/a Pending
DEMO, InvA DEMO_Sponsor1 DEMO-390-AUS-1X 20200196 n/a Disapproved
DEMO, InvA DEMO_Sponsor1 DEMO-370-AUS-1X n/a n/a pending
DEMO, InvA DEMO_Sponsor1 DEMO-370-AUS-2X nja nja Pending
DEMO, InvD DEMO_Sponsor1 DEMO-370-AUS-2X n/a n/a Pending
DEMO, INVJ DEMO_Sponsord DEMO-900-USA-1X 20200185 n/a Approved
DEMO, INVJ DEMO_Sponsord DEMO-900-USA-3X 20200187 n/a Pending
DEMO, NEWPI30 DEMO_Sponsor1 DEMO-370-AUS-1X nja nja pending
DEMO, NEWPI31 DEMO_Sponsar1 DEMO-375-AUS-1X 20200190 n/a Approved
DEMO, NEWPI31 DEMO_Sponsord DEMO-900-USA-1X 20200185 n/a Pending




Site (PI) Details wcg IRB

L IRB Cannes Dashboard Submissions Studies Sites Resources Q O~

 Displays in-depth site information

. . . INVJ DEMO @
« Also displays (if applicable):

DEMO ThrushTreatment Phase 1 Study

onsor sponsor Protocol 1D Initial Approval Last Review

5 S i-te S u b m i SS io n S DEMO_Sponsor9 DEMO-900-USA-1X 26-AUG-202 26-AUG-2020
Expiration IRB Tracking ID Institution Tracking ID Status
26-AUG-2021 20200185 n/a Approved
PI Detalls
INVJ DEMO
.
o S It e C O nt a Ct S DEMO Independent Site | United States 22 Oak Seattle PA 11111
@ epstrainingsite+DEMOInvJ@gmall.com ]
Submissions Outcome Documents Contacts
sanvae [ T | Search Q

Flle Name Reviewed Transmitted Document Type.
filec2.doc 15-AUG-2020 26-AUG-2020 Consent Form - Assent
[[]  Centficate of Action for Studyz: 1283319, Panel 264062020 26-AU6-2020 Centficate of Action
[C]  centificate of Action for Protocols: 20200185, P. 26:AU62020 26:AUG2020 Protocol Certficate of Action

Downlo:




Manage Contacts

* Only accessible from Study or Site
Details page for sites in which you have
the Manager permission role

* View and manage current site contacts

 Invite contacts to join a site

« Approve or deny pending site access

requests

wcg IRB

Manage Contacts

P




WCG IRB Connexus Resources

« PDF version of the user guide
* “How-to-Videos”

* Quick Reference Guides

* Link to WCGIRB.com

wcg IRB

Resollrcas

Tt Gidide

B iALT o e LRI R G
e P S
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Doweloadsble Documents

[HB Link
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Additional Items to Note



Additional Information

37

All new users being transitioned from legacy
MyConnexus to WCG IRB Connexus will need to reset
their passwords and use the same email address to

ensure access to your Studies and Sites

For security purposes, users must sign into WCG IRB

Connexus to view any documents

wcg IRB

© WCG IRB 2021



Additional Information

38

Study-level access is not needed nor should be
requested for submitting as a new site on an existing,
industry-sponsored protocol

You would only have study-level access if you are

managing a new protocol and all sites

Your approved Pls are accessible via the Sites option

wcg IRB

© WCG IRB 2021



We Are Here to Partner With You — Contact Us! ch'.IRB

- Escalated/urgent issues:
o Deena Horowitz, CIP
o (253) 442-3137

o dhorowitz@wirb.com

« For general questions, WCG IRB representatives may be
reached at:

o 855-818-2289

o clientservices@wcgirb.com

39 © WCG IRB 2021



Thank You

WCG IRB
info@wcgirb.com
855.818.2289

www.wcgirb.com

000



