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How to Use This Guide

° This guide is divided into short sections for ease of use

°  There are hyperlinks throughout this guide to aid with navigation

EVIDENCE

°  Click the cszNECT icon in the lower left corner to return to the table of contents

°*  When logged into Evidence Connect, you can access the Evidence Connect Training Centre by
clicking the @ icon located at the top right-hand-side of the screen

° If you need technical support using Evidence Connect, contact us at:
— Email: AZEVIDENCECONNECTSUPPORT @astrazeneca.com
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https://www.astrazeneca.com/Partnering/Externally-sponsored-scientific-research-training-centre.html
mailto:AZEVIDENCECONNECTSUPPORT@astrazeneca.com
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Navigating the System

Register for a New Account

° Register for an account by clicking Register for New Account

° Should you experience technical difficulties, contact Technical Support by using the email address or phone
number listed under Contact Us

If you were registered previously in ESSROS, your account will be migrated to Evidence Connect. You will receive
an email requesting that you reset your password. Once reset, you will be able to sign into Evidence Connect
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Navigating the System
Login

° Once registered, you will receive an email containing your username and password
° Log in by entering your account details on the right-hand-side of the landing page

Forgot Password?
°  Click Forgot Password? and complete all fields; click Submit to receive an email with password reset details

7) Forgot Password
EVIDENCE
C NN ECT n System Login Enter your login ID and answer a security question 1o reset your
- password.
;‘ *Login ID
. | NG ]
Please nole, your
Register for New Account *Security Question 1
Forgot Password?
ty --- Select Question --- | v}
o Fovipenge "y eoman o e ot iy w
CONNECT *Answer
0 EEEEES rearmmere s
[~F==.-:‘ ed-- ]
Earty access programmes 9 Contact Us

? and cinacal trals eligiie for early access
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Navigating the System
Dashboard

° Once logged in, you will arrive at your Dashboard
° This contains a preconfigured set of widgets that enable you to see information about your applications

°  The Dashboard Welcome Widget contains your current applications grouped by task
(please note that this will be empty on your first login)

g c}fi.“;?é“é% Externally Sponsored Research Portal Q Q 0 e C

Dashboard > Visiontracker Clinical Applicant

Visiontracker Clinical Applicant & Open v LJdView v
[=]
Monday Recent
Testa
22 Investigata Tracking Number & Requestor & Primary Product/Compound & Status Group &
OCT ESR-18-000021 Investigata, Mista Testa Pramlintide Acetate Study Active
ESR-18-000019 Investigata, Mista Testa Pramlintide Acetate Study Active
2 Applications TEMP-000033 Investigata, Mista Testa Pramlintide Acetate Incomplete
Available for ESR-18-000020 Investigata, Mista Testa Pramlintide Acetate Submitted
Projectstats ESR-18-000010 Investigata, Mista Testa AMP-224 Under Review
LZJZ(:)apIHE(atmns ESR-18-000014 Investigata, Mista Testa Pramlintide Acetate Submitted
to Complete ESR-18-000015 Investigata, Mista Testa Pramlintide Acetate Start Amendment Approval
15 Total ESR-18-000017 Investigata, Mista Testa AMP-224 Submitted
Annlicaninns TEMP-000022 Investigata, Mista Testa AMP-224 Incomplete
ESR-18-000016 Investigata, Mista Testa AZD0328 Submitted
@ Last Login- 19 Oct 2. Start New Application View Al
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Navigating the System

Navigation Overview

Navigation Icon cﬁﬁﬁé’é"f © 0 0O O C «— Global Tools
Breadcrumbs Externally Sponsored Research > Workbench

Context Bar Q  All My Applications: 130 of 130 @ & Open v LdView v & Actions v <= ConNtext Menus
ESR-2018-000121 [empty] L~ ical Research Non-Interventional Tracking Number
"Mﬁgﬂndaw ——
Q Project Lead Data ColleCtem |~ESR’201B'000121 |
-V Project Lead Status
Study Active ) .
Task Cards . sudyacwe | = Gear Icons
*Study Title
ESR-2018-000117 [empty] a =St |
*T/A to be Studied *Primary Product/._. Request Date
- Baoiecead |oncology | | amp-224 | 215ep20is |
V Treatment Complete ) - B )

Test

EVIDENCE
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Global Tools always appear at the top of each
active screen

o Help: view FAQ, access Support and the
Evidence Connect Training Centre

o Bookmarks: bookmark any Dashboard,
Workbench, or Portfolio View

o Notifications: view your notifications
and files

e Profile: update your contact information and log
out of the system

( iEnvision icon: view information about Envision
Pharma Group

‘:?VEVIDENCE
CONNECT

@ FAQ
Suppart
Training Centre

FAQ

S workbench Bookmark

#  Manage Bookmarks

W Research Request
submission - Tracking
Number: ESR-18-
000105

16 Nov 2018 10:10:00

User's Name
Last Login - 23 0ct 2010

& Profile

W Request for Feedback
on Amendment
16 Nov 2018 10:05:00

English / HQ

® Logout

W Research Request
Submission - Tracking
Number: ESR-18-
000105

16 Nov 2018 10:00:00

W Request for Feedback
on Amendment
16 Nov 2018 10:00:00

W ESR Amendment
Submission - Tracking
Number: ESR-18-
000105
16 Nov 2018 09:55:00

A

© About Envision Pharma
Group

&= Contact Envision
Pharma Group



Navigating the System

Global Tools: Bookmarks

°  You can bookmark any Dashboard
C = \» View v
or Workbench by clicking o o Open ey
Bookmark This Page in the A Preview
View menu i
& workbench Bookmark List
°  You may have up to 20 bookmarks Sort By N
*  Clicking Manage Bookmarks “ Workbench Filtered by AR
allows you to remove, rearrange, Title g
and rename bookmarks Make this my Home Page
& Manage Bookmarks
Make this my default
My Bookmarks
My Bookmarks £ Actions v
+ Workbench Bookmark o )
»‘-}0 Workbench Filtered by Title » L
# Edit
M Delete

EVIDENCE
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Navigating the System

Global Tools: Profile

1. To update your profile, click the Profile icon at the top right-hand-side

of the screen o 0 o 0 (a

2. Profile allows you to:

° Manage your contact information User’'s Name

° Change your password Last Login - 23 Oct 2018

Proﬁle

° Change your security question(s)
3. Your current country/language are displayed

4. Log out of the system by selecting the Logout option Engliﬂh /HQ
Logout
EVIDENCE
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Navigating the System

Breadcrumbs

°  Breadcrumbs show your location within the Evidence Connect platform and the path by which you arrived

°  Your current location is shown in black. You can navigate back within the path by clicking the blue
breadcrumb links
°  You may also use your browser’s “back” button to return to a previous screen

F s 0000C
[Exte

rnally Sponsored Research > Search > General Information (ienvision Astra Zeneca, Aug 20) I
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Navigating the System

Context Bar

°  The Context Bar is located below the breadcrumb area. It provides information about the record, or set of
records, on display

°  The example below shows the Context Bar for your Workbench and its functionality

alEs 0000C

Externally Sponsored Research > Workbench

Context Bar | Q Al My Appiications: 130 of 1300 | | m=open v Qview v sacions v | Context Menus
Q Opens and C|OSGS the ESR-2018-000121 [empy] & Clinical Research Non-Interventional Tracking Number % Open ~ Opens record Sets and
facet panel, allowing you ) N siudy Using Secondary emamsoonar | task groups
to search projects on e —— S ;
your Workbench 5721 Clinical stay test [sudyace | =view~ TOQQles between
e : different views
( ESR-2018-000117 fempty] o 1 “9/2‘\ Clinical study test |
—_— ‘;M,;SM H:M:ZZ’;” | ‘legp;w ||| @aens v Lists available actions
Treatment Complere based on your selection
Test
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Navigating the System
Workbench

1. Your Workbench displays records related to your tasks
2. Groups of records to which you have access are organized into task groups within the Open menu
3. Each record is represented on the Workbench by a task card

e ©000
CONNECT (J
Externally Sponsored Research

Q  All My Applications: 130 of 130 @ » %& Open v [dView v # Actions v

E5R-2018-000121 [empty] & Clinical Research Non-Interventional Tracking Number

study Using Secondary
Data Collection

‘ ESR-2018-000121

s Project Lead
Study Active Project Lead 4Sta[us )
9/21 Clinical study test ‘StudyAmve |
*Study Title
( 9/21 Clinical study test
ESR-2018-000117 [empty] & ‘ i |
*T/Ato be Studied *Primary Product/_.. Request Date
- Bipi=ciiead | oncology || Amp.224 | |215ep 2018 |
V Treatment Complete

Test
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Navigating the System

Workbench Preview

°  Workbench Preview displays a list of task cards on the left-hand-side of the screen
° When a task card is selected, additional information for that specific project appears in the preview panel

on the right-hand-side of the screen

EVIDENCE
O

Externally Sponsored Research > Workbench

Q All My Applications: 130 of 130 @

ESR-2018-000121 [empty]

'n' Clinical Research

* Praject Lead
Study Active

9/21 Clinical study test

ESR-2018-000117

[empry]

Project Lead

*Study Title

Non-Interventional
study Using Secondary
Data Collection

0000C

% Open v [JView v £ Actions v

Tracking Number
|ESR-2018-000121
Status

| Study Active |

|9.f2‘l Clinical study test

. Project Lead
' Treatment Complete

Test

*T/A to be Studied

*Primary Product/...

Request Date

|:Oncology |

| AMP-224

| |:2‘I Sep 2018
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Navigating the System

System lcons

O O ||<]|| Q] |={] ] |=f| || | [B

Additional ; Excel
it Approver Back Bookmarks Collapse Copy Dashboard Edit Download
- — 1=
+ @ a C B = E
Hover iEnvision Image . g ' ——
Expand Help Search Logo Download List Meetings My Files Navigation
Z 190 (B] ] s (O
Nearly Due No File Notifications Overdue i People Print Products Profile
Preview

fii] G = Q| || EEE = f @ ba

Verbal .
Remove Reports Save Search Share Table Approval Views Workbench
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Starting a New Application
Main Project Type

1. To start a new application, click Start New Application on your Dashboard
2. You will then be prompted to Select Main Project Type from the options provided

7 Application Type

Friday Welcome

“ Testa Investigata

Select Main Project Type

AN
. Clinical Research

73 Incomplete Applications Interventional Clinical Research (Phase | - 1IV) using authorised (marketed), unauthorised
14 Additional Information (Investigational Medicinal Products, IMP), or discontinued (no longer being developed by the
Requested Company) compounds.

4 Protocol Requested
8 Regulatory Information

Observational Research
Observational Research based on the use of Real World Evidence (RWE) -- the product of

Requested interventional or non-interventional research -- utilising data collected through observation of
10 Amendments current clinical practice and/or patient reported experience.
22 Active

Non-Clinical Research
Non-Clinical Research using in vitro, in vivo or ex-vivo research for compounds in Phase [l
development and authorised (marketed) compounds. Examples of non-clinical research includes but

Last Login - 18 Jan 2 —
&Last Login - 18 Jan Start New Application is not limited to Pharmacodynamic, Pharmacokinetic, Animal Research, Microbiologic, Human
Biological Samples (for example, biomarker, diagnostic assay).

EVIDENCE
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Starting a New Application

Acknowledgement

Once the main project type has & ~cknowiedgement
been chosen, you will be prompted
to read AstraZeneca’s
Acknowledgement statement

1. Please read these terms and el S
conditions carefully. You must
agree to all terms and conditions
before you proceed

AstraZeneca's willingness to provide support in accordance with this Agreement is based upon its review and acceptance of the Protocol as well the Sponsor and Principal Investigator having
1 provided evidence satisfactory to AstraZeneca that adequate expertise and facilities will be available for the conduct and completion of the Externally Sponsored Research.

I have read and agree to the contents of the Collection Notice and the Terms and Conditions. *
I understand that completing this form expresses my interest in working with AstraZenaca and does not guarantee support for this Externally Sponsored Research. *

I authorize AstraZeneca to use the contact information provided with this submission to contact me by telephone, SMS, Fax, or email. *

2. Once you have read the terms . . . e ‘
.. I understand and agree that any required study drug packaging/labeling/distribution costs are my responsibility and these costs are to be included in the submitted budget as
and conditions, check the necessary:
Acknowledged box at the

bottom Of the screen to By ticking this box below, I confirm and agree to all 3 of the statements listed above.

acknowledge your acceptance I—
3. Click General Information » -

to proceed . General Information

EVIDENCE
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As you progress through the application process, you will see a table of contents on @@’:‘E”M
the |eft-hand-Slde @ Personnel -
Check marks will appear in the table of contents, denoting successful completion of STDZ”
the node o
@ sites
The table of contents symbols are as follow: @ Academic Health Ce..
i . . i i ® Study Information
(O Empty circle: Indicates that there are required fields in that node (based on status) @ Project Outine
that have not yet been completed @ scientific Summary
i . . . i @ Reqguested Funding
® Shaded circle: Indicates that there are no required fields in that node @ Requested Product
& Check mark in circle: Indicates that there are required fields in that node (based f:b‘hpt
on status) that have been completed R
CKNow ecgemem
As you move from node to node, Evidence Connect will save automatically (PO Project Management

You can also manually save at any time by using the Actions menu

¥ Actions v

Save
%] Copy Record

= Print

'EVIDENCE
CONNECT
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Starting a New Application

General Information

° General Information is the first node to be completed in the application process. Please note that mandatory
fields are indicated with an asterisk (*) and must be completed in order to progress the application

° Once all mandatory fields have been completed, click Personnel to continue

@ Acknowledgement i General Information

QO General Information
*Study Title

Main Project Type

#Ifyes, whom?

John Doe ‘

~ (O Personnel Test11.14 [ Clinical Research
Q Primary Researcher *Type of Support
Funding and Product ‘ v]
v Q Sites *Short Tide *Primary Product/Compound *On Label
O Primary Site (rescrire ] (provo [ [Yes
*T/Ato be Studied *Indication to be Studied If Other (Indication to be Studied) *Number of Sites
o .
O Study Information [Onm\ngy ‘v] [Ad]uvar\(Therapy ‘v] [ ] [m
O Pproject Outline Other Combination Therapy
Test
Q Scientific Summary ‘
O Publication Expectati..
*Have you contacted anyone at the company regarding this project?
@ Awachments
= [)

EVIDENCE
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Starting a New Application

Personnel

°  The next step is to enter information about the Primary Researcher in the Personnel node

°  For US-based Researchers, their license information must be entered into the
Research Request Person Licenses (US Only) table

° Upload the Researcher’s CV at the bottom of the screen

° Once all mandatory fields have been completed, click Sites to continue

@ Acknowledgement

O General Informarion

EVIDENCE
CONNECT

n[’ersnnne\

Personnel Name Email Institution Name Country
et Smith, Dr john Evision Pharma
Q Primary Researcher
N o ) Copy My Profile
~ ) Sites
ersar “ lame
Q) Primary Site

v
@ Remove
Replace File
V.docx

@ General Information

~ O Study Information *Prefix *First Name i
or ] [ Jehn } [ms ]
Project Outline [
O *Primary Phane Number *Last Name Address Line 2
© Scientific Summary (21529855 ] [smin ] |
Publ E *Email Address *Country City
ublication Expectati..
O p [damz”e lazar@envisionpharmagroup com ] [umted States I v] [pmauelpnu J
. Attachments *Degree If Other (Degree) *State/Province o *Postal Cade
[MD ‘ VI [Pannsyiuama | \‘1 [IQH}? ]
Research Request Person Licenses (US Only)
+ Add Row
state License Number Expiration Date
[ Pennsyivania -] (152331 ] [o9naren 2023 [m]  vx

m -




Starting a New Application

Sites

° In the Sites node, you will be required to fill in the details of your Primary Site
° Additional sites can be added by clicking Add Site at the bottom right-hand-side of the screen

° Once all mandatory fields have been completed, click Project Outline to continue

@ Acknowledgement
O General Information

~ (O Personnel

Q Primary Researcher
»o Sites

Q Primary Site
~ (O Study Information

QO Project Outline
O Scientific Summary

(O Publication Expectati...

@ Atachments

EVIDENCE
NNECT

9 Sites

Expand rows [ »] to see detailed information.
Site Type Service Provider

~ Primary Site

‘Country

Contact

(, -

site Information

Contact Information

Site Type *Institution Name *Prefix *First Name
[rrmary e | (oo [rewre ) oo
*Address 1 (No PO Box) *Primary Phone Number *Last Name

Address 2 *Email Address
*Country *City *Degree If Other (Degree)
[Wse\euone ‘v] [ -Require [——Se\eclone or More ‘v |
*State/Province o *Postal Code
» + Add site
® Personnel

» project Outline @




Starting a New Application

Project Outline

° On the Project Outline node, fill in the appropriate information. Required fields are indicated with an asterisk (*)
° Use the drop-down menus to enter study details

° For Hypothesis and Scientific Basis/Rationale, add text directly into the free text box

° Once the Project Outline node has been completed, click Scientific Summary to continue

@ Acknowledgement @ Project Outline
O General Information
*Study Design Characteristics *Study Phase *Are there Additional Countries for this Pr. Additional Countries
~ (O Personnel [Openrlabel, Parallel ‘ v] [Real World Evidence ‘ v] [Yes ‘ v] [Argermna, Australia ‘ v]
- *Does the Primary Researcher require receiving of Periodic SUSAR Line Listing?
© Primary Researcher & & & &
[r= -]
~ O Sites *Total Number of Subjects Expected to Be. #Number of Eligible Subjects Entering Tre. #Total Number of Subjects Expected to En +Total Number of Subjects Expected to Co.
Q Primary Site E [z J (== J [==0 i
*Duration of Enroliment (in months)
v (O Study Information (2 ]
. . *Contract Execution to FSI (in months) *FS| to 50% Enrollment (in months) *50% Enroliment to LSI (in months) *LSI to LSLV (in months)
QO Project Outline
o (s 10 (e J[2 )
Q Scientific Summary *SLV to FSR (in months)
. . (2 )
QO Publication Expectat -
*Hypothesis 3] *Scientific Basis / Rationale

@ Attachments SansSerf : Nomdl $B I UG AWK KHESESZOBA SansSerf $ Nomal $B I UG AWXGWHESEEZ®EL

Ne duo ipsum tacimates, wisi cetero quaeque nam an, mea ut possit detraxit. Discere oporteat definiebas ex ius, Ne duo ipsum tacimates, wisi ceterc quaeque nam an, mea ut possit detraxit. Discere oporteat definiebas ex ius,
ia nam, i nam. Ad qui

piatum ne qui. Ad qui popuio doctus deseruisse. i deseruisse.
Attera fasticii cum at, est quem | ftpatte. Eamid jparia, vix ridens Ornes ‘Altera fasticii cum at, est quem justo volutpatte. Eam id animal voluptaria, vix ridens possim recusabo te. Omnes
maluisset sit no. maluisset sit no|
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Starting a New Application

Scientific Summary

@ Acknowledgement

In the Scientific Summary section, you must
provide the following study details:

QO General Information
~ (O Personnel
o P”mary ObJ eCtIVG O Primary Researcher
. . ~ Q Sites
* Secondary Objectives © Py e

~ () Study Information

* Primary Endpoint

Q Project Outline

» O Scientific Summary

O Requested Funding

* Secondary Endpoints

* Inclusion Criteria
O Requested Product

* Exclusion Criteria

© Publication Expectati..

@ Aachments

* Population
* Sample Size Justification/Statistical Power

* Treatment Regimen

* References

You can enter information directly into the free text box provided

Once the Scientific Summary node has been completed, click Requested Funding to continue

EVIDENCE
NNECT

BB Scientifi
HH Scientific Summary

*Primary Objective 1

*Secondary Objectives

SansSerf % Nomal % B I U S A & X' x;
HEZEE = % @ % InsertWord Dot

No prima melius mel, minimum assueverit eam eu, vix cu nisl volutpat
adipiscing. Nemore veritus ut his, nonumy suavitate cu vim. Augue
albucius probatus eam ex, ex sit tantas lobertis voluptatum. Vel an
dicunt verear, nec enim pericula ne. Sed ut aeterno regione, incorrupte
emittantur concludaturque nam eu.

SansSerif % Normal *# B I U S A % x* x,
HIE = E E = % @ % InsertWord Doc

No prima melius mel, minimum assueverit eam eu, vix cu nisl volutpat
adipiscing. Nemore veritus ut his, nonumy suavitate cu vim. Augue
albucius probatus eam ex, ex sit tantas |cbortis voluptatum. Vel an
dicunt verear, nec enim pericula ne. Sed ut aeterno regione, incorrupte
omittantur concludaturque nam eu

*Primary Endpoint 71 *Secondary Endpoints

SansSerif ¥ Nomal 3B I U S A % x* x;
HEZEE = % @ 7 InsetWordDoc

No prima melius mel, minimum assueverit eam eu, vix cu nisl volutpat
adipiscing. Nemore veritus ut his, nonumy suavitate cu vim. Augue
albucius probatus eam ex, ex sit tantas lobortis voluptatum. Vel an
dicunt verear, nec enim pericula ne. Sed ut asterno regione, incorrupte
omittantur concludaturque nam eu.

SansSerif % Normal * B I U S A % x* x,
HIE = EE = % B % InsertWordDoc

No prima melius mel, minimum assueverit eam eu, vix cu nis! volutpat
adipiscing. Nemore veritus ut his, nonumy suavitate cu vim. Augue
albucius probatus eam ex, ex sit tantas lobortis voluptatum. Vel an
dicunt verear. nec enim pericula ne. Sed ut asterna regione, incorrupte
omittantur concludaturque nam eu

® Concspt

» Requested Funding @
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Starting a New Application

Requested Funding

* Complete the Requested Funding node when you are ready to submit

° You must upload budget information using one of the following three options:
1. Using the Budget Template

2. Entering the information manually into the funding table
3. Uploading an institutional budget using the Attach file link at the bottom of the screen

@ Acknowledgement %ﬁ Requested Funding
QO General Information
O Persomnel Budget Template Instructions Budget Submission Instructions
Click on the link to download the template, and open the workbook in Microsoft Excel All costs ~ Enter all amounts in y you have specified. Wh lete, upload the template Enter the local currency you wish to be paid in.
O Primary Researcher must be entered into either the Direct or Indirect table, and have one of the appropriate using the link. Values will be extracted from the template, and moved to the table. Budget summary below displays direct and overhead
g Al S subtotals calculated from your budget enties.
- S pload ana Bxtract Please enter the overhead percentage applied by your site.
Q Sites & Download Budget Template Total Study Costs wil be refiected beiow.
the a as part of
O Primary Sice this application for support.
) + Add Line
~ O Study Information oy kD 5 *Requested Currency
O Project Outline Direct Costs Lab Test Fees 500000 e | [seesone [~
QO Scientific Summary
Budget Summary
Requested Fundi
O Rea e Direct Costs 5000.00
O Requested Product “Overhead % :]
O Publication Expectati.. Total Direct Costs wioverhead 5,000.00
@ Atwachments Total Indirect Costs. 000
Total Study Costs 5,000.00

*Amount Requested ()

nstitutional Budget Fie

D Attach file
*Are you requesting support from other than If Yes, please specify support
EVIDENCE e
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Starting a New Application

Requested Funding (continued)

If you choose to use the Budget Template:

1.

Click Download Budget Template to
download an Excel budget template in
which you can enter both direct and indirect
costs

Once completed, save the template to your
computer and click Upload and Exiract to
import the data into Evidence Connect

All values entered will be extracted and
copied to the funding table; you can edit this
manually, if necessary

Next, select the currency in which you wish
to be paid, then enter the overhead
percentage and the amount requested

Remember to indicate whether you are
requesting support from other sources. If
Yes, list additional sources of support in the
text box provided

EVIDENCE
NNECT

%, Requested Funding

& Download Budgas Template

“Type *Category

Direct Costs Lab Test Fees

Institutional Budget file

D Atach file

*Are you requesting support from organizations other than AstraZeneca/Medimmune?

Budget Submission Instructions.

Select One

Budget Summary
Direct Costs
*Overnead %

Total Direct Costs wiovernead
Total Indirect Costs
Total Snigy Costs

5,000.00
500000
000
500000
*Amount Requested ()

If Yes, please specify support




Starting a New Application

Requested Product

Add Requested Product(s)

°  The Product/Compound selected on the General
Information node will appear in the Requested Product
table; click the edit icon to enter the details

mmmmmmm

— Select Dosage Formulation from the drop-down menu

— Enter Dosage Strength

— Enter Number of Subjects Receiving ) —
PI’O d u Ct/CO m p 0 U n d *Product/Comp... oo ihkon *Dosage Strength S::;J;Et;/ﬁ:;:\vlsf *Quantity Placebo Drug Commen ts
IM o] [seteccone <] | ] J | J | o mp-x|

*Are you requesting support from organizations other than Ast. If Yes, please specify support

(e [)

— Enter Quantity »
— Enter Quantity of Placebo Drug (if applicable)

— Click the check mark to add the product
information to the Requested Product table

° To add additional products, click Add Row

° Use the drop-down menu at the bottom of the screen to indicate if additional support is being sought for the project.
There is a free text box where details can be entered

EVIDENCE
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Starting a New Application

Publication Expectations

Enter details about any planned publications
on the Publication Expectations node

Adding a Journal/Congress:

*  Click Add Journal/Congress to open
the Search Target Name window

° Enter the name or first few letters of the
journal or congress you wish to add and
click Search

° Select your target from the list and
click Add

° If your target does not appear, use the
link at the bottom of the window to enter
the information manually

° If the publication or congress is not yet
decided, enter TBD

EVIDENCE
NNECT

@ Acknowledgement
O General Information
~ ) Personnel
QO Primary Researcher
~v ) Sites
Q© Primary Site
~  Study Information
QO Project Outline
Q scientific Summary

© Requested Funding

QO Requested Product

O Publication Expectati...
@ Awachments

@ Publication Expectations

+ Add Journal/Congress

JournaliCongress Publication Type Anticipation Publication Date

o Line Items Faund

Search Target Name x
Select the type of target

@) journal

& )
o I (oo ) (e

Congress

The following targets are recommended.

» Lancet Global Hea... | The Lancet Global Health o
Lancet Psychiatry The Lancet Psychiatry o
Lancet Haematol The Lancet Haematology o
Lancet HIV The Lancet HIV o
Lancet Gastroent.. | The Lancet Gastroenterology & Hepatology [}

[ela)s) D)

If you did not find your target, please click here to add it manually.

- EB
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Starting a New Application

Publication Expectations (continued)

°  The new publication will now appear in the Journal/Congress table
— Select the Publication Type from the drop-down menu
— Add the Anticipated Publication Date
— Click the check mark to save

° Repeat to add additional publications

@ Publication Expectation

+ Add Journal/Congress

Journal/Congress Publication Type Anticipated Publication Date

Journal of Clinical Oncology Manuscript v 31 Aug 2021 ﬂl‘j »v x
- Select One
Secondary Manuscript
Abstract

® Requested Product Attachments &

Paster
Presentation

EVIDENCE

CONNECT . (‘?



Starting a New Application

Attachments

° Use the Attachments node to store project documentation such as study reports, invoices, and
Institutional Review Board information. Upload a new document by selecting New Supporting Material from
the Actions menu

° Select the Attachment Type from the drop-down menu, choose the file from your computer, and click Post

° By clocking the gear icon next to an existing attachment, you can: Delete the current version, Replace the
current version, or View the current version

° The system will save all document versions for auditing purposes

@ Acknowledgement & Actions v % Attachments

O General information Below is a summary of all documents included as part of the application. Use this section to upload any additional information that
Save would assist us in making our support decision.

QO Personnel Please use the Actions menu at the top right to upload supporting materials and submit your proposal.

O Primary Researcher & New Supporting Material

Q sites

& Download Attachments ~ BB Attachments (2)

~ B Personnel

Supporting Materials

O Primary Site 2] Copy Record
~ B Bonney, Dr. Jackie
O Study Information & Print
)] Posted By Posted Date

JR— 2% a5 » &
o Project Outline Post Attachment N Mista Testa Investigata 22 OCt 2018 09:48:10 ) )
O scientitic Summary » B Smith, Dr.Joe o
O Requested Funding D Attach file .

QO Requested Product

Attachment Type

Q Publication Expectati

@ Attachments

EVIDENCE
CONNECT

contienuatysgeenent 2 . (2‘




Once all required information has been entered, select from the Actions menu

If you attempt to submit with required data missing, a new window will open that lists the fields requiring
information and an exclamation mark will appear in the table of contents next to the node or nodes that require

additional data

Upon submission, you will no longer be able to edit your application. You will receive a notification confirming
the submission, and the application status will change to Submitted

Dashboard Visiontracker Clinical Applicant General Information (Alia conclusionemque No Me) Submission Errors *
[ ESR - Clinical Res... TEMP-000038 Investigata Incomplete 22 Oct 2018 & Actions v _
here are errors on the pages A
B sa .
® Acknowledgement - General Information 22353 nstitution Name Required
i 1 €21 Copy Record Prefix Required
@ General Information
& Print
v Q Personnel
*Study Title Submit Proposal

® Smith, Dr. joe*

Alia conclusionemgue No Me Clinical Research
© Bonney, Dr_Jackie

*Type of Support

v Q Sites

v @ study Information *Short Title *Primary Product/Compound +0n Label?
@© Project Outline [Aha ] [AMP'ZM ‘ v] Yes
@ Scientific Summary *T/A to be Studied *Indication to be Studied If Other (Indication to be Stu.. *Number of Sites
© Requested Funding [Cardmvascu\ar ‘ v] [ACS—A[ria\ Fibrillation ‘ v]

@ Regquested Product Other Combination Therapy

@ Publication Expectai..

@ Attachments

'EVIDENCE
CONNECT
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Post-Submission

Request for Additional Information

° During the review process, you may be asked to provide additional information regarding your application
— You will receive a notification asking you to log in and provide additional information
— The new task will be listed on your Dashboard Welcome Widget
— Open the application and the Additional Information Questions window will appear

° The application is now open for editing; make any necessary changes and then select Submit Additional
Information from the Actions menu

= 0000C
Friday CONNECT
Testa Investigata
Dashboard > Visiontracker Clinical Applicant > Scientific Summary (Alia conclusionemque No Me)
AN [ ESR - Clinical Res... ESR-18-000022 Investigata Additional Information Requested 22 Oct 2018 © & Actions v
Save
73 Incomplete Applications @ Acknowledgement [ 1 et 3
cientific Summa
* 14 Additional Information ®c | Inf . [ | |} Iy @ Addtl. Info Requested
eneral Information
R ted
e Additional Information Questions x €8 Copy Record
4 Protocol Requested v @ Personnel .
8 Regulatory Information . Prima & Print
Requested @ smith, Dr. Joe Sans Ne duo ipsum tacimates, wisi cetero quaegue nam an, mea ut possit detraxit. L pre—
10 Amendments @ Bonney, Dr Jackie = Er Discere oporteat definiebas ex ius, id argumentum deterruisset comprehensam f’;‘;mﬂ?onmona
22 Active nam. Sale voluptatum ne qui. Ad qui populo doctus deseruisse? Ad qui populo
~ -
© sites doctus deseruisse. Altera fastidii cum at, est quem justo volutpat te. Eam id animal ionemgque. Prip dell 1i no, ex vel quem
@ EPG* Ne du voluptaria, vix ridens possim recusabo te. Omnes maluisset sit no? vim ne. Omnesque percipit indoctum ecs ex. at postea
- — Discer rioque scribentur.
RS Start New Application ~ @ study Information nam_ {4
at. est
@ Project Outline recus]
EVI DENCE @ Scientific Summary
@ Requested Funding i i
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Post-Submission

Submit Protocol

° You will receive a notification when the proposal has been approved. This communication will contain additional
instructions asking you to log in to the system and submit a protocol and any other applicable study documents

°  The new task will appear on your Dashboard Welcome Widget

° The application will open to the new Protocol node. Upload the protocol and any other additional
documentation, then select Submit Protocol from the Actions menu

Friday

AN

Testa Investigata

73 Incomplete Applications
14 Additional Information
Requested

8 Regulatory Information
Requested

10 Amendments

22 Active

) EVIDENCE
CONNECT

Dashboard > Visiontracker Clinical Applicant > Protocol (Alia conclusionemque No Me)

[ ESR - Clinical Res... ESR-18-000022

0000C

Externally Sponsored Research Portal

Proposal Approved - Protocol Requested 22 Oct 2018 & Actions v

Investigata
Save

4, Last Login - 18 Jan 2019 ... Start New Application

@ Acknowledgement
@ General Information
~ @ Personnel
@ Smith, Dr_Joe*
@ Bonney, Dr. ]ackie
v @ Sites
@ EPG*
~ ) Study Information
@ Project Outline
@ Scientific Summary

Q Protocol

€3 Copy Record

A Pratocol

Please attach a copy of the protocol that aligns with the previously
submitted proposal.

B Print

» submit Protocol

*Protocol

0y
» Replace File

Protocol.docx

@ scientific Summary Requested Funding &

EVIDENCE

NNECT
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Post-Submission
Project Status Updates

° Once the study is active, you will be required to submit @ Ackrowiedgemen:
Project Status Updates as outlined in your Research s . vz e
Ag reement m Testa Investigata o e

. . ~ @ Study Information
— Each new task will be listed on your Dashboard AN o b
Welcome Wldget 73 Incomplete Applications Z :::t(rtﬂ;::;n:aw
°  There are a number of additional nodes now active in e ermaten © Requessd Funing
. . @ Requested Product
4 Protocol Requested
the appllcatlon 8 Regulatory Information @ Auachments
— Select the type of Project Status Update you would e e
like to provide: ® Prodcsnpmen:
@ Regulatory Update
= Milestone Updates ® Fusicaton Acvry
] & Last Login - 18 Jan 2019 .. v @ Personnel
= Product Shipment © smin,Dr joe*
@ Bonney, Dr. Jackie
= Regulatory Update PpR——

= Publication Activity

EVIDENCE

CHNECT &

36



Post-Submission

Milestone Updates

°  From the Milestone Updates node, click Add Milestone Update. Update the enrollment and milestone
numbers, and answer the questions at the bottom of the screen. Select Provide Project Update from the
Actions menu to submit

@ Acknowledgement % Actions V|
© General Information o Milestone Updates save
C R d
@ Sites 21 Copy Recor
& Print
© we Expand rows [ ] to see detailed information.
i ; Provide Project Update
v @ StudyInformation @ Miestone Upoates P E » ject Up
L — Create Amendment
[} Project Outline v 08 Feb 2019 uUnsubmitted
@ Sdientific Summary
v oamans Accepted Progress Update
@ Protacol
Progress Update: [ ]
© Requested Funding
@ Requested Preduct Mheszone: Corre Plon Der Upclated Plan Daxe Al { Milestone Current Plan Date Updated Plan Date Actual
@ Attachments Completion of Final Study 09 jan 2018
Report/Draft Publication Completion of Final Stud [man 2019 ] [ ‘D}
~ @ Project Status Updates P N Y D
OTHER 3 09 jan 2018 Report/Draft Publication
@ Milestone Updates
Completion of Project 10jan 2013
@ Product Shipment OTHER 3 18Jan 2019 [l |
*Are You Planning any Sudy Publicabons in the Hext 12 Morshs? 1 Ve, Please Provice Likely Timing and Detads of ikely Journal or
@ Regulatory Update
i J 26)an 2019 ] [ ‘ }
@ Fulication Activity Completion of Project [ J tM O
v @ Personnel Are You Planning any Study Publications in the Next 12 Months? If Yes, Please Provide Likely Timing and Deails of Likely Journal or C
N + Add No Change Milestone Update + Add Milestone Update
@ Smith, Dr. Joe - Select One - ‘ v}
@ Bonney, Dr. Jackie
@ Amendments 4

EVIDENCE
c . %



Post-Submission
Product Shipment

@ Acknowledgement
@ General Information
v @ Sites
@ organization®
~ (@ Swdy Information
@ Project Outline
@ Scientific Summary
@ Protocol
@ Requested Product
@ Attachments
v @ Project Status Updates
@ Milestone Updates
» @ Product Shipment
@ Regulatory Update
@ Publication Activity
~ @ Personnel
@ lastName, prefix fir...
~ @ Amendments
@ #1-190ct 2018

Enter new requests in the Product Shipment node; all approved products will be listed
Select Provide Project Update from the Actions menu to submit

=\ Product Shipment
mwr

gt o 1250 ettt et

Eniry Date Sans

oz fccepied
Enery Dt Do Dine stms
31 o

eyl Acuspted

Producticamgound Dosage Formulition

A1 Tabiers

ryOn, st

instnuion Mame.

™ Product Shipment
or

Expand rows [ ] to see detailed information.

# Actions v

Save
2 Copy Record
& Print

EVIDENCE
CONNECT

Externally Sponsored Research

. + Add Product Request

Provide Project Update
Ei Date Status
ntry Create Amendment

22002018 Unsubmitted

Entry Date Decision Date Status

22 0ct 2018 [empty] Unsubmitted

Product/Compound Dosage Formula... Quy Dr... Site Supply Source
[AM p.224 ] [ Capsules ] [ 100 } [empty] [empty]
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Post-Submission
Regulatory Update

* Click the Regulatory Update node to add required regulatory documentation. Enter key data and upload
documents. Select Provide Project Update from the Actions menu to submit

@ Acknowledgement £+ Actions v
@ General Information Save
v @ Sies &I& Regulatory Update €] Copy Record
organization®
@ org; 8 Print
N Study Information jiled i
. rovide Project ate
@ dy Expand rows [ » ] to see detailed information. p Proj Upd.
Project Outline irati
@ ) Entry Date IRB/EC Approval Date IRB/EC Expiration Date Regulatory Approval Date iy S, SE—
@ Scientific Summary v 22 0ct 2018 oy
@ Protocol r-—---------------------\\---——-—--"---"-"-"--------""""-""-------...--------------------------------------------------------------------------------------------
© Requested Product IRB/EC Submission Date Regulatory Approval Date
@ Awachments [29 Aug 2018 ‘ m] [ | n]
“ @ Project Status Updates IRB/EC Review Date Regulatory Authorization IND Number
@ Milestone Updates [01 Oct 2018 ‘ I'_‘I] [ ]
@ Product Shipment IRB/EC Approval Date Clinical Trial Reg Num
@ Regulatory Update [ 20 0ct 2018 ‘ (] ] [ ]
@ Publication Activity
IRB/EC Expiration Date Registration Posted Date
~ @ Personnel
(23 0cc 205 o) | ]
@ lastName, prefix fir...
IRB/EC Approval Document Regulatory Report (e g, IND Annual Report)
m Remove Attach file
Replace File
Approval docx
:
39 ?



Post-Submission
Publication Activity

in the Publication Expectations node is also listed here

— To enter the actual publication(s), click Add Journal/Congress to open the Search Target window, enter
the name, and select the publication

EVIDENCE
CONNECT

@ Acknowledgement
® General Information
v @ Sites
@ organization*
~ @ Study Information
@ Project Outline
@ Sdentific Summary
@ Prowcol
@ Requested Product
@ Attachments
v @ Project Status Updates
@ Milestone Updates
@ Product Shipment
@ Regulatory Update
@ Publication Activity

~ @ Personnel

5 Publication Activity

Planned Publications

Journal/Congress
New Medicine

Health Affairs

Publication Type
Manuscript

Secondary Manuscript

+ Add Journal/Congress

Anticipated Publication Date

220cx 2018

12 0ct 2021

=W
g

Actual Publications

Expand rows [ 3] to see detailed information
Entry Date Journal/Congress
v 202018

@ lastName, prefix fir

Journal/Congress

Publication Type

International Academy for Biomedical ...

Publication Title

Publication Date

+ Add Journal/Congress

Publication Type

International Academy for Biomedical and
Drug Research - No Longer Published

Publication Review Needed By Date

[S\mul singulis eos in

[--- Select One —

Publication Acceptance Date

Publication Date

[ 2]

{

[

Publication

D Attach file

The Publication Activity node contains both planned and actual publications. You will see that the data entered



Post-Submission

Amendments

° If any changes to the protocol or budget are needed once the study is active, you will need to create
an amendment

Select Create Amendment from the Actions menu

2. Enter the description of the change in the free text box and select the reason for the change from the
drop-down menu. Upload any protocol or budget amendments, as well as any supporting materials

3. After all pertinent information has been entered, click Submit Amendment from the Actions menu
° A confirmation notification will appear when the amendment has been submitted successfully

## Actions v £+ Actions v

% Amendments

Save Espand rows [3] o see detaied information
Amendment Number Status

Save

Additional Amount Requested

A Copy Record
& Print

%] Copy Record
& Print

v #1-220a2018 New

Description of change

Provide Project Update Provide Project Update

Ut eum detraxit dissentias, esse consequuntur ea est. Mea ne dicat utroque dolores, ut duis albucius pri. Debitis appellantur mei
id. Simul singulis eos in

Create Amendment Cancel Amendment

Submit Amendment

Reason Other Reason

[Momﬁ(amn Of Study Objectives ‘ v ]

IRB/EC Approval Date Aditional Amount Requested

[&]]
Revised Protocol Revised Budget Revised IRB/EC Approval Letter
D Attach file Attach file
ReplceFle 0O 0

EVIDENCE o

*Status Decision Date

[New fempry]
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Post-Submission

Additional Documentation

° As stated in the Research Agreement, once the study has been completed you are required to provide
additional documentation. This may include final study reports, closure reports, drug destruction documents
and/or data sets

° Upload these documents on the Attachments node

@ Acknowledgement £ Actions v % Attachments
0 Below is a summary of all documents included as part of the application. Use this section to upload any additional information that
Save would assist us in making our support decision.
Please use the Actions menu at the top right to upload supporting materials and submit your proposal.
* & New Supporting Material

& Download Attachments

Q General Information
© Personnel

O Primary Researcher
v ~ B Attachments (2)

O sites -
v Personnel
O Primary site €21 Copy Record
~ [ Bonney, Dr. Jackie
O Study Information = Print =
Posted By Posted Date
[0} Project Outline omt Atachment - @ o Mista Testa Investigata 22 0ct 2018 09:48:10 » o

O scientific Summary
O Requested Funding D Attach file

O Requested Product

> B Smith, Dr. joe

Supporting Materials

Q Publication Expectati . Atachment Type

e [—snecone
Attachments

- Cancel

~- Select One -

EVIDENCE
CRNNECT . S



Post-Submission

Project Closed Status

°  When all final information is uploaded into the system, the Local Coordinator will update the status
to Project Closed

° The project is no longer active, but can always be viewed for reference

9 | EVIDENCE
e ©000C
Search > Externally Sponsored Research > General Information
[ ESR - Clinical Research: ESR-12-34567-ABC_123 Requestor: John Doe Status: Project Closed Request Date: 30 Apr 2014 % Actions Vv
‘V © Application ‘ §  General Information
A General

CHNECT . &
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Training Materials

Evidence Connect Training Centre

* The Evidence Connect Training Centre can be accessed by clicking the @ icon at the top right-hand-side of

the screen
SoRRe: 00000

|EnV|5|or|

@ FAQ

Support

Training Centre

FAQ

EgEVIDENCE
CRNNECT . S



Training Materials

Videos

Navigation Evidence Connect

Submitting a New Application

Project Status Updates

Project Close Out
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