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WCG IRB Announcement wcg'.IRB

In October 2020, WCG announced the formal
unification of their five industry-leading IRBs —
Western IRB (WIRB), Copernicus Group IRB
(CGIRB), Midlands IRB (MLIRB), New England IRB

® (NEIRB), and Aspire IRB — into the single WCG IRB.
4
] I R B WCG IRB clients experience a singular, unified
ch process and fee schedule. WCG IRB continues to

deliver gold standard service with the highest regard
to ethics and integrity.
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What We Will Cover In Today’s Session

Introduction to the new WCG IRB Connexus
What's New?
System Walkthrough

New Submission Workflow

Navigating Workspaces
System Transition “Need to Know” Information

Resources and Support
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Submission Status Tracker
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WCG IRB Connexus

s, e A Simplified study submission and tracking
< process
@ =E Track your review progress through a
====== o [ s | e transparent process
(o Jr— O [ Y . . .
e mEae mES. Incorporates most submission forms into a

single interactive, online submission process

o .........
DEMO-500-USA-IX DEMO-$00-USA-1X
DEMO Ringwerm Treatment Phase | Study DEMO ThrushTrestment Phase 1 Stud
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Legacy MyConnexus vs. WCG IRB Connexus — Key Differences

Legacy MyConnexus

Administrators / Client Services would
enter contacts

Administrators / Client Services
manage access to Studies and Sites

Users required to search for forms in
several locations and formats

Primary communication with IRB via
email making it difficult to track
submissions

CONFIDENTIAL

WCG IRB Connexus

Users add contacts when they create
submissions

Users manage access to Studies and
Sites

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

Primary communication with IRB via
system, which allows for easier
tracking
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System Access

WCG IRB Website: http://www.wcqirb.com
= Login to WCG IRB Connexus link

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

e
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Signing In

wcg"IRB Connexus

Legacy MyConnexus users need to ER
reset password and accept the Terms
& Conditions upon initial sign in u

New users can register using Create a
new account n T

Remember me

Forgot password?

o
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Process




WCG IRB Connexus Dashboard

» Central hub for most WCG IRB Connexus activity

e Page contains:

Navigation Bar
Notification area
Make a Submission button
Request Access button
Track Submissions area
e Search
o Tabs — Needs Action, In Progress, Drafts

» Two different views per your preference

Dashbossd Submissions Srudies S Rascmices 9 6-
Welcome back, StudyMgrM, you have 0 new updates on your ‘
submissions.
oo Tous et o o w
-
Se—r— Q EE
NNNNNN on ° 211 0 o
e — . [ R
DEMO- 300-1U75A 99X E‘NO -250-CAN-TTX DEMO-900-USA-1X.
DEMO New Rapid Test for Pancytopenia Phase DEMO Protocol for Gene Manipulation Phase 3 DEMO Add New P1 Site 10 DEMO-900-USA-1X
mmn

DEMO-500-USA-IX DEMO-500-USA-1X
DEMO Ringwermm Treatment Phase | Study DEMO ThaushTreatment Phate 1 Study
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Dashboard — Card and Table Views

Two different options for easily viewing submission/study details

o Received

Sponsor Protocol ID

AB-1234-567

IR for Double-Blind Trial of
Chemotherapy

A New Study for Initial Review

2Shes [ View All

Hold Date: 01-JUN-2020

Hold: Awaiting CRO review and release

g I i

Subrmmzzon

19 for Dovibde. Blmd Trisl of
Cheinoherapy
1ms W Vicwal

11w 1oy o e e
CIR Subinissian Name

ilis Bk e

I o Db Bl Trial ol
Chematherapy

T

Mashibmard Tamermany

EF-LIM- 57

Stwdiey e

lenznrcen LN B
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Make a Submission

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

Since your last login, 05-JUN-2020

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

SetUp
submission What type of submission are you making? ‘/0 Q
:Lu:wmluwmm 5 you're working, i ﬂfﬂﬂmm'ﬂf

Select one of the following options: s e s

Initial Review of New Protocol (not yet

I'm submitting a new study for initial review I'm submitting to an existing study
reviewed by WCG)
L (]
For existing studies: e
Add Study and Related P E P Md?ril:::g“ Mﬁsm‘nelsln
Add Principal Investigator/Site (to SR

submit a new PI for initial review)

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

Learn more about Estimated Outcome Date =}~
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Request Access

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

Since your last login, 05-JUN-2020

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 i

You will receive an email notification when it has Tm asking the manager for access o &
been accepted or rejected

_) Study l:i:l Site Q Select "Study” to request access that includes all sites in the study.
Choose "Site” for access to one spectfic site

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

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

Managers may also invite users to join Studies or
Sites

o
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Roles Overview

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

o
CONFIDENTIAL wcg IRB



Site Roles

Site tasks each role may perform based on
permission levels:

Manager Submitter Read Only
Manage user access (add/edit/remave)
Make submissions
View and download submission documents
View and download outcome documents
L ]
%
wcg IRB
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Make a Submission: Initial Review of New Pl

For adding a new PI to a multi-site study already on file with WCG, select below option:

Make a Submission

IRB review. We'll save your progress as you're working, and you may access this submission

Set Up ’
What type of submission are you making? ) A 7 g
You'll need to complete a set of questions and upload required documents in order 1o submit for \ &
\\ = /
‘\J

under “Drafts” on your dashboard.

S

TNA

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

m]

Estimated Outcome Date
15-JUN-2020

Add Study and Related Add Principal

cuments o o betore this date if you Investigator/Site
Do subimit 1oday by S00pm ET. g i

o Typically used to submit a study/protocel that has nat yot been e Typically used to submit
reviewed by the IRB (o new HUD program, Expanded Access additional sites under an IRB-
pregram, Compassionate/Emergency Use program, exemption approved study, HUD program,
request, or generic documents). expunded access program, or

Hmargancy) compateionate
use program.

Learn more about Estimated Outcome Date +

Add Documents to
Study/Site

e Typlcally used to submit a
change or modification to
research already approved by
the IRB.

Example Documents +

X

CONFIDENTIAL

weg IRB



Make a Submission:
Initial Review of New PI

Most submission documentation has now been
incorporated into an interactive online form

The system will guide you to fill out and submit
any additional documentation that is required

Progress through each step of the submission
process is defined by:

Checkmark: Step complete

Partially-filled circle: Started, but
incomplete step

Empty circle: Not yet started

A draft can be saved and resumed at any time

Make & SUBMISSION 5 1 g o bt Fiessem Sommr Presoc 16, CHEErnL

{{ Submission Checklist

@ =

Principal Investigator

Cootacts

Tnins] Review Questionmnaire

Finatcial niesest Desclosiars

Submussion Documenta

Fesed szme belp?

Contact WCG
BOO-343-4TR0

Hours.
B00AM 10 B:D0FM Esstern Time.
Maondsy 10 Friday

Emai s

Zetp
Tell us the name of your submission

Sponsar

Sponsor Prodooal Id

Submizsen Harme *

Rl

HUTOSANED ®
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Make a Submission: New Pl
Form Overview

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

You can add study coordinators, or
sponsor/CRO contacts

Not all Study Staff need to be listed to receive
all notifications, but rather can be added to view
Outcome Documents via the Manage Contacts
tools for that Investigator

Contacts
Are there any designated contacts for this research?

@ Yes

_J) No

Add contacts here for users who will be

main contacts for qguestions from WCG IRB staff
main contacts for external review notifications

listed on the IRB Determinatnon Letter

Contacts

Contact Type

Prefix

First Name

CONFIDENTIAL
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Make a Submission: New Pl Form Overview

Add all locations that are engaged in the
research

Be sure to double-check the information for

accuracy, as approved locations appear on the
Certificate of Action

Only CHLA affiliated locations should be listed

Research Location
Physical address where subjects will be seen or research will take place
Lecations

Location

Company/Institution/Organization

Country

Address Line 1

Addresz Line 2

CONFIDENTIAL
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Make a Submission: New Pl Form Overview

Research Team Training

Cert|f|CateS Of tral ni ng are nOt req ul red tO be The Principal Investigator (P1) must ensure that all investigators and research staff undergo training on the ethics

Su bm |tted to WCG and regulations of human subject protections before being involved in the conduct of this research. Fer clinical
research, the Principal Investigator (P1) must ensure that all investigators and research staff undergo training on
Good Clinical Practice (GCP).

Only the CV and Medical License (if

app|icab|e) Of the P| iS needed |f not a"-eady Have all investigators and research staff involved with the cenduct of this research taken one or more of
. . ’ the following programs and all applicable training programs noted as required?
on file with WCG

ACRP Certified Clinical Investigator Training
CenterWatch: Protecting Study Volunteers in Research
Collaborative IRE Training Initiative (CITI)
DIA Certified Investigator (CCI)
SOCRA Clinical Research Professional (CRP)
Tri-Council Policy Staterment online training (TCPS)
WCG Academy

(@) ves

() Ne

o
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Make a Submission: New Pl Form Overview

Always mark “yes” to Institutional Services Institutional Services
guestion

Will you conduct this research through an organization that has a contract or Master Services Agreement
(MSA) to use Western IRB (WIRB) for IRB services?

Include the name of your organization and @) ves
your Institution # CHLA () No

INSTITUTION #: 130163

Name of organization relying on WIRB (if known)

WIRE Institution # of organization relying on WIRB (if known)

o
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Make a Submission: New Pl Form Overview

Indicate if your institution has required consent  consent Form Processing
language on file with WCG

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

Be sure to select the appropriate indication of e

how you plan to submit your consent form, or if "

you want WCG to insert your site-specific info

on your beha|f Indicate how you want us to process consent forms:

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

__) 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 it if there is a
template on file.)

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

Yes - CHLA has pre-approved consent language ™ other

Other: WCG IRB should use the Consent Form
checklist and send to site contacts for pre-
review.

o
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Make a Submission: Upload Required Documents

CHLA Notice of Ceded Review
Clearance Letter

CHLA Consent Checklist

CHLA completed assent forms for
studies enrolling children under 13
and not using the sponsor’s
assent template

Site specific documents

Submission Documents

Upload the files that you'll be submitting for this study.

Torawoid processing delays, remowe security/password protection from all submission documants

Documents Wihar can | uplosd? i ]

Dinaf Files hene of cick o igload
ot vy b 1 G

Document Checklist

Submit the following documentation:

ADvertiSSTETS 8Md FeCTURMENnt SCTILs SPECfic 10 Four =18

Curticulum vitae for B P, if not on Tile wish e RE

Available on the WCG [RE Webare:

The followng documents can be downloaded on the IRE ‘Website and must be uploaded wih your
submission

wegirb.eam

The end of the form will show a Document Checklist for what you have to submit

Be sure to include any required documents (like sign-off) per Institutional Requirements

CONFIDENTIAL
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Make a Submission: Review & Submit

Aeveew & Suborm

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

Yond FriEy Neturn 10 any Secmon of This submossion and rmake eds before subemiming

The last step before you submit will allow
you to download a PDF of your completed My Sibmatesion

online form Tnitial Review of a New PUSite

Click “Submit for IRB Review” in the bottom ™ @ Mo

right-hand corner of the screen to submit for ™~ s S50t P s T i
IRB Review o

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

Downioad Craf POF

Submit for IRB Review

o
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Make a Submission: Subsequent Submissions (Amendments, Promptly

Reportable Info)

For adding documents to an existing approved Pl with WCG, select below option:

Make a Submission X
Set Up
What type of submission are you making? / 7
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 review I'm submitting to an existing study

m]

Estimated Outcome Date
15-JUN-2020

Add Study and Related Add Principal Add Documents to

Documents TCJ;.':‘.L'S,‘E;’:.“SBTL r;J Investigator/Site Study/Site

o Typically used to submit a study/protocel that has nat yot been e Typically used to submit e Typically used to submit a
reviewed by the IRB (o new HUD program, Expanded Access additional sites under an IRB- change or modification to
pregram, Compassionate/Emergency Use program, exemption approved siudy, HUD program, research already approved by
request, or generic documents). expunded access program, or the IRB.

SMergancy/ compatsionats
e program.

Learn more about Estimated Outcome Date + Example Documents +

CONFIDENTIAL
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Make a Submission: Subsequent Submissions (Amendments, Promptly
Reportable Info)

Setup

Select the type of submission you will be making What type of submission are you making?
Follow the on-screen instructions/questions

Upload documents and submit

Please select an option below.
() Change In Investigator

() Change In Research

() Contact Update

(_) Continuing Review

() Not Listed

() HUD Clinical Use Closure
::?' Promptly Reportable Information
() Site Closure

() Translation Request

o
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WCG IRB Connexus Submissions Landing Page

Display all submissions by selecting
Submissions from the Navigation Bar
Page contains:

Search / Quick Filters

Table displaying all submission entries

Click Submission Name to view details

CONFIDENTIAL
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Submission Details

Displays submission status and other
submission details
Also displays in tabs (if applicable):
Submitted Sites
Submitted Documents

Outcome Documents
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WCG IRB Connexus Sites Landing Page

From the Navigation Bar, select Sites to
display all the sites you have access to
Click the PI Name for more details
Page contains:

Search

Table displaying all site information

CONFIDENTIAL

w‘s.’mg Connexus Dashhoard Submizsions Smdies Sites Resources 0 9 -
Sites
Search Q_
Pl Name Sponsar Sponsar Protacal 1D IRE Tracking D Instirunian Tracking 1D Status
DEMO, Inv100 DEMO_Sponsorg DEMO-900-USA1X W08 oa Pen ding
DEM., Inva DEMO_Sponsart DEMO-390-ALIS1X H200196 Disapproved
DEMT, InvA DEMO_Spoasort DEMO-370-ALIS1X Pending
DEMO, Inva DEMO_Sponsont DEMO-370-ALIS-2X na Pending
DEM, InvD: DEMO_Sponsart DEMO-370-ALIS-2X Pending
DEMO, INV. DEMO_Sponsars DEMO-I00-USA-1X 0200185 Appecved
DEMO, NV DEMO_Sponsar ] DEMO-A00-USA-3X 20200187 Pending
DEMO, NEWPI30 DEMO_Sponsar 1 DEMO-370-ALIS-1X Pending
DEMO, NEWPI31 DEMO_Sponson DEMO-375-AUS1X 20200190 ppravid
DEMO, NEWPI31 DEMO_Sponsorg DEMO-900-USA1X 20200185 Pending




Site Details

Displays in-depth site information

Also displays in tabs (if applicable):

Site Submissions
Outcome Documents
Site contacts

Manage Contacts (top right)

CONFIDENTIAL
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weg IRE Connexus Dashboard Submissions Studies Sites Resources
INVJ DEMO Manage Contacts
Study Name
DEMO ThrushTreatment Phase 1 Study
Sponsor Initidl Appeoval 51 Heview
DEMO_Sponsord 26-AUG-2020 26-AUG-2020
Expiration 1R Tracking i sty S
26-AUG-2021 20200185 nfa Approved
Pl Detalls
INVJ DEMOD
DEMO Independent Site | Umted States 22 Oak Seattle PAT1111
& epswainingshe+DEMOInvJi@amall.com un
8 Contacts
Srart Dato ﬂ End Dare ﬂ Saarch o,

File Name Reviewed Tranamitted Document Type

filecz.doc 15-AUG-2020 26-AUG2020 Consent Form - Assent

Carmficate of Actian far Study=: 1283319, Pansl 26-AUG-2020 26-ALUG2020 Cenificase of Action

Certificate of Action for Protocols: 20200185, P 28-AUG-2020 2B-AUG-2020 Protocol Certificate of Acton

Downdoad All




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
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WCG IRB Connexus Resources

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

Quick Reference Guides

Link to WCGIRB.com

e 13 Zavean e Bheahees
Reosources
User Guide
L ITOARE b R e B3 NI B Gk 20 s beed e S e
DAN T 1= TARD AR NAR LB A GAR N0IB
Vi o e
e
How-To Videos
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Downloadable Documents
-
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Additional Information

For a limited time, both legacy MyConnexus and
WCG IRB Connexus will exist simultaneously

e With this in mind, there are a few considerations:

« Draft submissions will only be available in the
system where it was created

e User accounts and submissions will sync
between systems with a slight delay

» All active studies and sites will be migrated from
legacy MyConnexus with proper transition. Only
closed study data 3 years old or less will be
migrated.

o
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Additional Information

e 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

CONFIDENTIAL
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Reminder Regarding Registration

 You will receive an invitation with
instructions on how to log into your new
WCG IRB Connexus account. Please wait for
your invitation before logging into the new
WCG IRB Connexus portal.

e You may continue to use Legacy MyConnexus
until you receive your invitation to transition to
WCG IRB Connexus.

o
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We are here to partner with you — contact us!

For general questions and inquiries:
1-855-818-2289 | clientservices@wcgirb.com
Live Chat via Connexus

For CHLA specific, escalated or urgent issues:
Carmen Thompson
360-252-2447 | cbthompson@wirb.com

o
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