AstraZeneca

How to create and
manage an ESR

study in VCV

This guide for the Investigator explains how to create and manage
a new ESR (Externally Sponsored Research) study in VCV.




How to use this guide

0 Click Accept

oo > Mulberry-coloured arrows identify odd-numbered actions, gold arrows identify
even-numbered actions.

A pop-up box appears. Grey bo>§es describe functionalities and explain what the user will see as
they navigate the system.

Tips and reminders Yellow boxes contain tips and reminders to help the user navigate the system more
efficiently.

Numbered mulberry-coloured boxes describe the actions the user should
carry out in sequence to complete the task.




Contents

and how to navigate
these guidelines

How to create a Proposal How to create an Amendment

How to provide Additional
Information Requested

How to provide Final Deliverables

How to submit a Protocol How to upload a document

* Links are clickable in slideshow mode How to provide a Proiect
Status Update (PSU)

Any questions?

e Use the Return to Contents link within
each section divider to return to the
Contents page at any time



Introduction

To create a new ESR study proposal, go to the VCV homepage, navigate to
the ESR Info tab, select Externally Sponsored Research from the drop-down
menu and click +Create

* Open each section for the newly created study proposal and fill in
mandatory fields by using the pencil icon to edit the fields.
Note that mandatory fields are yellow and/or marked with asterisks.
Then click Save.

It is essential to upload the PI CV — Primary Investigator Curriculum Vitae
—and Budget, if funding is requested, in the Related Documents section
before submitting the study proposal for review by AstraZeneca.

— see Appendix How to upload a document.

It is also essential to provide information about your Planned Publication
before submitting the study proposal for review by AstraZeneca.

* Once an ESR study proposal has been created and submitted to AstraZeneca,
it undergoes QC (Quality Check) and Review

* Depending on the Verdict of the Proposal Review, the Investigator may
receive a task: Additional Information Requested

* Once Proposal Review is completed, the Protocol must be submitted

* Depending on the Verdict of the Protocol QC (Quality Check) and Review, the
Investigator may receive a task: Additional Information Requested

* Once the study is underway, it will be necessary for the Investigator
to provide Project Status Updates

* The Investigator may need to create an Amendment

* When the study is Closing, the Investigator will need to provide Final
Deliverables

The steps for each of these tasks are included in this How To guide.



System Navigation Instructions
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Externally Sponsored Research: ESR-24-22374  Proposal Not Submited b |
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provide or edit information in the study section or record, click on
S |y S0 W
the pencil icon top right
Fullicalons (1) Therapeutic Area Cardiovascular, Renal and Metabolism [CVRM] Have you contacted anyone in AZ? No

Reated Docurmen's @)
Product Areas ofnfeest. Clck for more nformaton
Submission Checkist 1D VB500000000K005

Mandatory fields are highlighted in
yellow and/or marked with asterisks.

Workiow Tmeine Other Combination Therapy

“Type of Support Funding and Product

» Proposal Synopsis

Please note: Before moving on to the next sections, remember | Voscma o z
to click Save each time after editing the fields in a specific s
SeCtion or record Externally Sponsored Research: ESR«24-2237 4w fiopesalot sunmitea
Acknoniedgement study ype'  Cinical - Primary Country'  Apania

General Information @
Study Title”  Stuay Tite

Proposal Synopsis Number o Stes®

Required fields will display in red s C—
- Primary Product”  AZD1236 »
q play Short Title | sisth) i

if the user does not fill them out T ik P .
before clicking Save.

Worow Timeline Other Combination Therapy

Therapeutic Area*®

h |

i Subr Re sted Date 19 Jul 2024
This field is required uomission Requested Date

Indication*

X |

This field is required Type of Support | Funding and Procuc o



System Navigation Instructions

\/Vault Clinical s8x Extemally Sponsored ..~  Search Extenally Sponsored Research a vevpeTest - K (@)
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3 Exemaly Sponsor

esearch 1 of 2 records n tis st >

Externally Sponsored Research: ESR-24-22374  Pioposal Not submited Cancel

a

Clicking on the fields with an arrow displays a dropdown
list, allowing you to select the preferred option, e.g.,

Broposal Synopsis

Ciical - Primary Country® | Alania Y

Information @

Study Tile"  Sway Tite Number of Sites*

Study Information

Therapeutic Area or Type of Support. I o e e

Short Tiile  Short Tt

Budget / Support Inomation - » No
merpeutc Area 1 |

PO T b

Primary Investigator & Ste Information indication® || Cardiovascular, Renal and Metabolism [CVRM]

z:e Pe‘ry:nne\ 0] Primary Product” Gastrointestinal [GI]
s (1)
Infection [INFEC]

Related Documents (2)

Product Areas ofInterest
Submisson Checlsi Autoimmune [Al]

Workfow Timeline Other Combination Terapy | ey roscience [NEURO]

In certain fields, e.g., Primary Product, there is a -

Submission Requested Date | ymyno-onicology [IMMUONC]

binoculars icon. Clicking the icon will cause a pop-up e

Search box to appear, providing more options to complete Across Ths AT

Type of Support”

th e fl e I CI . Rare Diseases [RAREDIS]

Vaccines & Immune Therapies [V&I]

\/Vault Clinical s8x Exterally Sponsored ..~ Search Externally Sponsored a vevpeTest - K (@)

———
Home

[ Externally Sy
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ed Research

Extemnally Sponsored Research: ESR-24-22374 | PioposalNot submited

Acknovedgement study ype"  Clincal - Primary Country | Alania
Search: Primary Product x Gencral oaton ©
Use search barto fnd an fem, and then use thetable below to make selection Proposal Synopsis Study T | Study Te Number of Stes”

'y
I
<l 1
1
1
1
1
1

Study Information
s ! onlabel'  Yes @ No
Investigational Products (2) Short Ttle® | Short Tt

Budge/Suppor Infomation Have you contacted anyone N AZZ Yes @ No
1301 e () ‘Terapeutic Ares" | Cardovascur, Renal and Metabolsm [CVRI] -
v Support from outside Astrazeneca? | Yes @ No

Primary Investigator & Sie Information .
Product Name Development Code  Active Substance Primary Brand Name  ESR Apt S ndlicaton

o e Personnel (1) If"Yes', please specify support
yaureon

Select an item and click Close to populate the e L memmes R an

Zoladex Related Documents (2)

field with the chosen item. Fill in the remaining ol B0 e Ll el T T e El e
fields and click Save _— Py P re——

Acetyicysteine Submission Requested Date 19 Jul 2024

acetyiysteine Mucomyst, Acetadote, Flu Yes

Type of Support  Funding and Product ©

Close



System Navigation Instructions

W/ Vault Clinical sex Externally Sponsored... v  Search Externally Sponsored Research ) VevPeTest- M
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In some sections, such as Investigational Products, 5 o S s

1 0f 3 records in this list >
L o e - -
i icki Externally Sponsored Research: ESR-24-22374  Proposal Not Subited .
multiple records can be created by clicking +Create I ¥ Sp — - &
I Acknowledgement ¥ Investigational Products |
I General Information a h . Lrort
—— e mammoee == == P> b Create !
Study Information Type of Product Product Dosage Formulation™ Dosage Strength™ Total Quantity
Investigational Products (1) ESR-24-22374-AZD1236 Primary AZD1236
Budget / Support Information < »
Publications (1)
A pop-up window appears: e s s
. . Site Personnel (0)
Create ESR Investigational Product. > Pucaons
Submission Checklist » Primary Investigator & Site Information
» Sites
& » Related Documents

\'/Vault Clinical sBx Externally Sponsored. lly Sponsored Research VCV Pre-Test ~ ‘

(oo ]
Fill in the mandatory fields and click Save e e e e e e e e e e e m e O —— -

U 4

Create ESR Investigational Product Cancel | Save,

Details v Details

System Details @
iocts®
Type of Product’  Secondary > No. of Subjects

Product’ | Avediterol o Number of Subje:
this mandatory fie
. . Dosage Strength” Comments
Hovering a cursor over the field name o
underlined with dots will show additional - Sonoume 0
inStrUCtions for t e fiEId ° Externally Sponsored Research ESR-24-22374 Created Date



System Navigation Instructions

\V/Vault Clinical sex

Externzlly Sponsered... v = Search Externally Sponsored Research VCV Pre-Test ~ ‘

]
-
. . . . Home '
Cll‘cklng.Save will cause a new wmd.ow to ap.pe.ar, = = —|smm == ESR 2422374

displaying the created record details. To edit its

information, follow these instructions.

ESR Investigational Product: Secondary Product  saved

I g -

1
A

1 Details v Details
I Systzm Detzils
1 Workflow Timelne Type of Product Secondzry No. of Subjects™ 100
1 Product Abediterd Total Quantity” 100
I Dosage Formulation® Capsules Quantity of Placebo Drug

Click on the ESR Number top left to go back to the |

S d . Dosage Strength™ 100 Comments.
tudy view
» System Details

» Workflow Timeline

W/ Vault Clinical sax Edzmaly Sponsored .. v | Search Exeemaly Sporsored Reszarch Y voveers- K (@

-
Created record appears under its respective s =n

25 ntizls ()

section. Clicking the record Number will open the

Extemally Sponsored Research: ESR-24-22374  Zroposal ot submtted

D F o
previous window with record’s information. + Investgatona Procucs
+ Create Q  ShowinTab
Name & Type of Product Product Dosage Formulation® Dosage Strength* Total Quantity™
Budgat/ Suppart Infarmaton ESR 2420374 AZD4075 Brimary AZD1236 Injectable 100
:::T;;mwewmm" Secondary Product  {ey Abediterol Capsules 100
s ~ Publcations
Certain fields can be updated directly in the table view by ——
double-clicking on them. To Save changes, click anywhere st | puoncation Catogory I
outside the edited field' ESR-24-22374-PUB-00004 03 Jul 2028 g B,

Actual

Please note: Use this feature only for individual field =
updates to avoid missing important record details.



System Navigation Instructions

Home ESRInfo =

Blue-link objects in VCV e.g.,
Product are clickable and can be . _
opened to see their details. Product: Tezspire = Acive

| Details ~ Details

However, unlike created records, the o Sudis
object information cannot be edited. e tneine

System Details

[ Externally Sponsored Research » ESR-24-22376

Product Name Tezspire
Development Code MEDI9929, AMG 157
Sharing Settings Active Substance tezepelumab

Primary Brand Name Tezspire

Objects or records may have sub-sections that
are not accessible from the Study view and can

be seen after clicking on a specific object or
record number e.g., Project Status Update.

In certain sub-sections, objects and/or documents can be
added. They will only appear in a specific record’s e ———
subsection.

W/ Vault Clinical ssx Extemally Sponsored . v Search Extenally Sponsored Research

Home  ESRInfo +
2 Extemaly Sponsored Research

Externally Sponsored Research: ESR-24-22376  cosng

D~

m

2012recss nthis st <

s

Acknowtedgement ~ Investigational Products
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Show in Tab
Froposal Synopsis Q

‘Study nformat

ivestgational Poduets (1
ESR24-22376-Tezspire
‘Budget / Support Information P Primary Injectable.

JE_NC < N Tezspire |

Name a Type of Product Product Dosage Formulation* Dosage Strength®

200mg

Total Quantity”

Reguiatorygeniers
Pubicatons (1

¥ Project Status Updates
Amenaments (3)
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igator & Ste Informaton

+ Create Q Show in Tab
Ste Persomel (1)
s (1
§ PSU Number & Are there Milestone Updates? Are there Subject Enrollment ...
Communicaton Log (0)
Reated Documents (1) Yes

[r—— ESR-24-22376-PSU-08Au0...

Workion Trmeine

» Publcations

» Amendments

Are there Regulatory Updates?

No

V/Vault Clinical sex Externally Sponsored .. » | Seach Exteraly Sponsored Research

Home  ESRING «
03 Exenaty SponsoredResestch » ESR.2422375
ESR Project Status Update: ESR-24-22376-PSU-08Aug2024  saved

r— SO

Milestone Update (0) Extemally Sponsored Research 572422375

Status Update Date 08 Aug 2024

Subject Enraliment Update

os? Yes

SAE Information Update

ates? Yes

Publication Plans Update

. Areyou lanning any sty publcaions? Yes
System Details
Avethere Reguatory Updstes? No

Worlflow Timeline

1 conim PSU tobe subnited

~ Milestone Update

—— o ——— — ’ + Add Q Show in Tab

> System Detais

» Workfow Timeline

Are there SAE Information Upd... |

Yes

VOV PreTest +
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How to create VCV for ESR

a Proposal

Externally Sponsored Research

Click the link to see the training video,



https://azcollaboration.sharepoint.com/sites/EvidenceEnablement-IT-PlatformCommunications/Shared%20Documents/Platform%20Communications/ESRs/Training%20materials/External/External%20films/Final%20Films/VCV_for_ESR_External_video_01_How%20to%20create%20a%20proposal%20(1080p).mp4?csf=1&web=1&e=LdVpqn
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Overview — How to create an ESR study proposal

Loginto VCV

On the Homepage, click ESR Info tab and
select Externally Sponsored Research.
Click +Create top right.

Open the Publications section.
Complete the mandatory fields:

Publication Categor
Note: At least one planned 9o

Open the Primary Investigator & Site Information
section. Complete the mandatory fields:

I « Publication Type X L
publication is mandatory. 1 + Publication Date Note: Once the information is added, . * Primary Investigator (External)
« Journal/Congress it will automatically appear in the Site | —a pop-up Search box will show up,
) , " ﬁ Personnel and Sites sections. Additional 1 but a new record must be created if
Please review AstraZeneca’s Terms and Conditions . personnel and sites can then be added . the name is not included in the list
in the Acknowledgements section, then select X to those sections N bri Site (External
‘| agree with the statement above’ to confirm ‘ NS rimary Site (External)
Y —a pop-up box will show up
your acceptance. .
Open the Budget/Support Information section |
and complete the mandatory fields: 1 v
« Study Type /;\ + Add
+ Study Title .
. . . «+ Requested Currency TN Open the Related Documents section.
Open the General Information section i ?ng;‘eﬂi‘c Aron « Total Amount Requested N _
and complete the mandatory fields: « indicaton |l 1 To add mandatory Pl CV and Budget, click +Add.
« Tumor Type 1 When the pop-up box shows up, click Create and follow

(Oncology studies)
Primary Product

Note: To complete this and the following
sections, utilise the pencil icon at the top
right to access the fields and click Save
once you have finished entering the
information.

* Primary Country
+ Number of Sites
+ On Label

Type of Support
Open the Investigational Products section and
complete the sub-section mandatory fields:

Have you contacted

anyone in AZ? Primary product . Eroduct . i
. . . 0sage rormulation
AstraZeneca? 1S aUtom_atlca”y - Dosage Strength
created in the + No. of Subjects
Investigational * Quantity

Once the above fields have been completed and
saved, a unique study number is generated, and the
study transitions to the ‘Proposal Not Submitted’
lifecycle state, allowing more sections to be filled in.

1

1

1

1

1
N
Support from outside y

1

1

1

1

1

Secondary Objectives

Primary Endpoint

Secondary Endpoint

Inclusion Criteria

Exclusion Criteria

Hypothesis

Rationale

Population

Sample Size Justification/Statistical
Treatment regimen

Project Start to Completion (in months)

Open the Proposal Synopsis section

Primary Objective Q
AN

1

1

1

and complete the mandatory fields:

A

Open the Study Information section
and complete the mandatory fields:

Products section.

Design Characteristics

Study Phase

Blinding

Randomisation

Safety Listings requires?

Are there Additional Countries?
Planned No. of Enrolled

Planned No. of Entered Treatment
Planned No. of Completed

Project Completion to FSR (in months)

This section is only applicable when the Product is requested
This section is only applicable if funding is requested

steps to upload and identify the documents required.

The Submission Checklist enables you to
ensure that all required documents are
included. To check the boxes, you must first
click the pencil icon.

Go to the workflow icon top right and select
Submit Proposal from the drop-down menu.

Note: If any mandatory information is missing,
an error message will list the missing items.

During the Proposal in Review lifecycle state,
AstraZeneca will notify you if additional information
is required for the study.
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VCV Walkthrough - How to create an ESR study proposal

Externally Sponsored Research creation

V/Vault Clinical ssx Extemaly Sponsored .. v | Search All Extemally Sponsored Research o veveetest - K (@

Home.

. ESRInfo
M V‘g v Hearch ©  saveveuss + Create n

« RS o | SR ¢ i [——1 Tt 5 el

» LFECYCLE STATE

> PRIVARY PRODUCT

To create an ESR study proposal, click on the ESR Info tab

and select Externally Sponsored Research

» TYPE OF SUPPORT ESR 242374 Azot2%

Click +Create top right

Vault Ciricl sox e p———— ®

Home. + Crealo | +

[ Exteraly Sponsored

Create Externally Sponsored Research Cancel | Save » Create
A new window appears: Create Externally | 0 e .
Sponsored Research e e :

Extemaly Sponsored Research

contact me by telephone, SV, Fax o emai®

If you have previously created or been assigned to a study,
all related Externally Sponsored Research can be seen in
the ESR Info Tab.




VCV Walkthrough - How to create an ESR study proposal

Acknowledgement / General Information sections

W/ Vault Clinical ssx Extemaly Sponsored .. v | Search Ex acn ™ vovpetes- K (@
o]

Home
3 Extemaly Sponsoed Resesrcn
Create Externally Sponsored Research cancel | save » Create

a

soonert © « Acknovedgement ©

Read and ensure you understand information in the
Acknowledgement section
Then, check the box 'l agree with the statements above'

When the box is checked, the General

information section appeas. e ceeeeec—
(o]

Home

3 Extemally Sponsored Research
Glato Exorgaly Sponsofed Research
ve

Fill in the mandatory fields and click Save

If the selected Type of Support is Funding or Funding and
Product, the Budget/Support Information section appears and
may be completed at this stage or later. — EtiTs T T

Requested Currency”

Type of Support® | Funding and Product A4

Total Amount Requested*

13




VCV Walkthrough - How to create an ESR study proposal

Proposal not submitted

V/ Vault Clinical ssx Externally Sponsored ... w | Search Externally Sponsored Research oo vevpretests M

Home  ESRInfo v

[ Extenally Sponsored Research

Saving the completed fields in the General Information
section prompts the main view of the Study to appear,
with a unique ESR number assigned to this study.

Lifecycle of the Study shows as Proposal Not Submitted.
Further sections are visible and require completion

Externally Sponsored Research: ES R -24-2 2 389 PrOposaI NOt Sme itted mmm; m.ms h} ...>

Acknowledgement
General Information

Proposal Synopsis

Study Information

Investigational Froducts (1)

Budget/ Support Information
Publications (0}

Primary Investigator & Site Information
Site Personnel (0)

Stes (0)

Related Documents (0)

‘Submission Checkist

Workdlow Tmeline

~ Acknowledgement

\gness to provide support in this Agreement s
based upon its review and acceptance of the Protocol as well the Sponsor and
Frincipal Investigator having provided evidence satifactory to AstraZeneca that
adequate expertise and facilties vill be available for the conduct and completion of the
Extemally Sponsored Research

[Sponsor and Principal Investigator reprasents and warants to AstraZeneca that]
Frincipal Investigator and Study Site Staff are properly registered with appropriate
fegistration bodies and are sufficiently qualified by training and experience for conduct
of the Extemally Sponsored Research

I have read and agres to the contents of the Collection Notice and the Terms and
Conditions”.

| understand that completing this form expresses my interest in vorking with
AstraZeneca and doss not guarantes support for tis Extemally Sponsored Research”
I authorize AstraZeneca to use the contact information provided with this submission o
contact me by telephone, SMIS, Fax or email*

By ticking this box below, | confirm and agres to all 3 of the statements listed above

Collection Notice™

Terms and Conditions™

Instructions.

Click for more information

Click for more information

To save an initiated proposal, please fillin all the mandatory fields (marked with an *)
under the General Information section.

‘To submit your proposal, please fil in all the mandatory fields (marked with an *)in all
the remaining sections and sel.

Show more

| agres vith the statements sbove

» General Information
» Proposal Synopsis

» Study Information

Follow instructions on the next slides to prepare your Study 8 -
Proposal for submission.

14



VCV Walkthrough - How to create an ESR study proposal

Proposal Synopsis and Study information sections

Home  ESRIn v

& |
A
I
I

Externally Sponsored Research: ESR-24-22389  Proposal Not Suomitted
v Proposal Synopsis

primary Objective”

Contract Exacution o FS1 (i months)*

Fsito 0

Secondary Objectives®
50% Enrol

i —— o e o e
110 LSLV

LSLY 10 FSR (in months)*

Open the Proposal Synopsis section and click on the
pencil icon top right

Home  ESRIno =
ST ———
Externally Sponsored Research: ESR-24-22389  Frossse o Subrited

Complete the mandatory fields and click Save

Follow the same steps to add information in the Study
information section.

Treatment Regimen  Regimen

15



VCV Walkthrough - How to create an ESR study proposal

Investigational Products section

/Vault Clinical sex Externally Sponsored... +  Search Externally Sponsored Research Py VevpreTest- M g

(3 Externally Sponsored Research 1 0f 3 records in this list >

Externally Sponsored Research: ESR-24-22374  Proposal Not Submited D~ & -

Open the Investigational Products section * Investigational Products

General Information

Proposal Synopsis + Create Q,  showin Tab
Study Information
Investigational Products (1)
Mame = Type of Product Product Dosage

Budget  Support Information

ESR-24-22374-AZD1236  |Primary AZD1236 Infectable
The Primary Product record is automatically created based on S —
information from the Primary Product field in the General L S
Information section. However, not all required fields are filled

in and must be populated manually.

» Primary Investigator & Site Information

» Site Personnel

» Sites

& __»_Related Documents.

\'/Vault Clinical sex Externally Sponsor... ¥  Search Externally Sponsored Research VCV Pre-Test ~

=

[ Extenally Sponsored Research > ESR-24-22374

Click on the record Number to open and review its details ESR Investigational redietEGR-24-20874mAZB1296 i == == == == == = = >
I =

Details v Details

System Details

Workfiow Timelin 1 Type of Product”  Primary - No. of Subjects” 100
I Product*  AZD1236 o Total Quantity* | 100
1 Quantity of Placebo Drug
| Dosage Formulation®  Capsules
Comments
1 Dosage Strength™ 100

Complete the required fields and click Save b System Detais

» Workflow Timeline

16



VCV Walkthrough - How to create an ESR study proposal

Investigational Products section

To add secondary product, click +Create under the
Investigational Products section

Complete the ma

\/Vault Clinical sex Externally Sponsored... v | Search Extemally Sponsored Research

oo VCVPre-Teslv £

Home

[ Externally Sponsored Research

Externally Sponsored Research: ESR-24-22374  Proposal Not Submitted

Acknowledgement v Investigational Products

General Information

Show in Tab

Product

AZD1236

T

1 0f 3 records in this ist >

D~ &

1-10f1

Dosage Formulation® Dosage Strength” Total Quantity

b s =+ Create S
Study Information ~~ lemuna, Yype of Product
Investigational Products (1 ESR-24.22374-AZD1236 Primary

Budget / Support Information 1

Publications (1)

Primary Investigator & Site Information

Budget / Support Information
Site Personnel (0)

Sites (0)

Publications

Related Documents (1)

Submission Checkist Primary Investigator & Site Information

Workflow Timeline

Site Personnel

Sites.

& » Related Documents

V/Vault Clinical sex Extenally Sponsored . v

Search Externally Sponsored Research

o vevPreTest- M

Home
D Externally Sponsored Research > ESR-24-22376

Create ESR Investigational Product

b oo oo oo e e o e o e o e o e e e o e e e o e e -

Created Product appears in the

Investigational Products section.

v Investigational Products

+ Create Q,  ShowinTab
Name « Type of Product Product
ESR-24-22374-AZD1236 Primary AZD1236

Secondary Product  [Secondary Abeditero

.|
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Details @

System Detalls @

~ Details @

Type of Product’  Secondary

Product’

Dosage Formulation”

Dosage Strength*

~ System Details @

Externally Sponsored Research ESR.24.22975

Created By

+ Create | +

No. of Subjects*
Total Quantity”
Quantity of Placebo Drug

Comments

Created Date

Name®



VCV Walkthrough - How to create an ESR study proposal

Budget / Support Information section

\'/Vault Clinical sex Extemally Sponso... +  Search Externally Sponsored Research

VCV Pre-Test »

5 @

Home

[ Extemally Sponsored Resea

Externaily Sporrsored ResearchESR-24=2234 8 prousal i sutiiined
Acknondedgement * Budget / Support Information
General Infarmation

— Requested Currency”

Study Information Total Amount Requestad™

Open the Budget/Support Information section and click
on the pencil icon

Fubiications (0)
Primary Investigator & Site Infarmation
Site Persannel (0)
Stes (0)
Related Dacuments (0]
» Publications

Submission Checkiist

Womfiow Ticn: » Primary Investigator & Sita Informatian

€+ Site Personnel

VVauIt Clinical sex Externally Sponso... ~ | Search Extemnally Sponsored Research

Home

Complete the mandatory fields and click Save e

Acknowledgement « Budget/ Support Information
General Information
Prcposal Synopsis
Requested Currency* | US Dollar (USD)
Study Information
Buoget/ et Intormation

Publications {0} Total Amount Requested™ | 10000

Primary Investigator & Ste Information

If the selected Type of Support is NOT Funding or both -
Funding and Product, go to step 14 stes 0

Submission Cheeklis! ¥ Publications

Workflow Timeline
* Prmary Investigator & Site Information

«
» Site Personnel
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VCV Pre-Test =
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VCV Walkthrough - How to create an ESR study proposal

Publications section

Open the Publications section and click +Create to add a
planned publication

A pop-up window appears:
Create ESR Publication.

Fill in the mandatory fields and click Save

Publication record appears in

the Publications section.
* Publications

+ Create Q, | Showin Tab

Publication Number = Publication Category

ESR-24-22374-PUB-000001 Planned

19

V/Vault Clinical ssx Extemaly Sponsored

w

Home  ESRinfo +
00 Extemaly Sponsored Resesich

Extemnally Sponsored Research: ESR-24-22397  FropesaiNot submited

~ Eubications

+ Create

» Primary Investigator & Sie Information

» Site Persomel

> sies

» Related Documens

» Submission Checkist

» Workow Timeline

o items found

TS s (>
D & -
@ Q VevPePod - \7 K @

W Vault Clinical sBx Externally Sponsored ... ~ | Search Extemally Sponsored Research

Home  ESRInfo ~  Library  Global Directory v Reports

5 Extemally Sponsored Research
Create ESR Publication
= Externally Sponsored Resez

Acknowledgement [ ~Details

D.‘p

General Information

Proposal Synopsis Publication Number
et Publication Category™
Investigational Products (2)
Budget/ Support Information Publication Type®
| Publications (0)
Publiation Date”
Primary Resource Management (0)
Primary Investigator & Site Publication Name
Information

Site Personnel (0)
Sites (0)
Related Documents (0)

JournaliCongress™

‘Submission Checklist

Workflow Timeline ~ System Details

& | Today

—SEEG SEingEe - ——

ol ol [l [l 2

-————————_______Me\-&avﬁ!

)



20

VCV Walkthrough - How to create an ESR study proposal

Primary Investigator & Site Information section

W/ Vault Clinical sax Externally Sponso... * | Search Externally Sponsored Research

Home
[ Externally Sponsored Research

Externally Sponsored Research: ESR-24-22371 | Proposal ot Submities

Acknowledgement ~ Primary Investigator & Site Information
General Information
Primary Investigator

(External)®

Proposal Synopsis

Open the Primary Investigator & Site Information section oy omaion
and click on the pencil icon

Investigational Products {2)
Budget/ Support Information

Publications (1)

Primary In tor & Site Information

+ Site Personnel
Site Personne! (0)

Sites (0) + Sites
Related Documents {0)
Submission Checklist YiRelaind Bocimpnte

Workflow Timeling
« Y Submission Checklist

W/ Vault Clinical sex Externally Sponso. . v | Search Externally Sponsored Research
Home
[ Externally Sponsored Research
Externally Sponsored Research: ESR-24-22371 | Proposal Not Submited

Acknowledgement w Primary Investigator & Site Information

General Information

Primary Site (External)”

Click the Primary Investigator (External) field and select — Primary st

™

—— o e e e e o o m e m m m e S e e m m e e e e e XS

+Create ESR Site Person from the dropdown menu RS —

nvestigational Products (2)

Budget / Support Information
Publications {1)

Primary Investigator & Site Information

» Site Personnel
She Personnel (6]

Sites (0] b Sites
Related Dacuments (0}

Submission Chegiist HiEtatad Decurerts

\orkfiow Timeling i i
» Submission Checklist

o (External]”

veveeTest- M (@)
&=n

2 of 2 records in this fist

) R4

vevPeTest M

<

4

L
-

=20

2 of 2 records in this list

Cancel
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VCV Walkthrough - How to create an ESR study proposal

Primary Investigator & Site Information section

Vault Clinical ssx por

[
3 Etematy Soonsre s
| Extemally Sponsored B™c, . EoR'Ste Person

~ Person Details @

A pop-up window appears: Create ESR

Personnel Type Primary Investigator

Site Person.

pref
First Name*
= i
Ste Persomne!(0) Last Name®
stes 0)
Emait

Alternate Email
Wordon Timeine

Institution Name*

Enter the information required for the Primary
Investigator

Address Line 1 (No PO box)*

Address Line 2

Please note: If the selected Country is United States of

Postal Zip Code’

State / Province  Region

Primary Phone Number*

Country"

Degree

I Other (Degree)

User Edit Access Request

America, new mandatory* fields will appear. B

Home  ESRInG v

0 Bxtemaly Sponsored Research

v Externally Sponsored Research: ESR-24-29307 Frooosal ot Submitted
= = CrealeESR Site Person

s e
e
Investigational Products (1)
Click Save Sl |
ste Persomnel (0) |
stes () » sies
—— =
‘Submission Checklist » Related stitution Name* thut
| 5
T |

ciy | ciy
Postal Zip Code® | 12345

Stte 1 Province | Region

Country*  United States of America

Medical Licence Number*

Licence Expiration Date”

Today

National Provider Identifier*

Tolsrecos s st <>

o

Follow the same steps to add Primary Site (External). -—-

21



VCV Walkthrough - How to create an ESR study proposal

Primary Investigator & Site Information section

Added Primary Investigator and Site records appear in their
fields within the Primary Investigator & Site Information
section but remain in edit mode.

Remember to Save the records from the Study view.

Click Save

Added Primary Investigator with assigned person
number shows up in the Site Personnel section.

Added Primary Site with assigned site number
shows up in the Sites section.

Additional personnel and/or site may be added at any time
during the study.

22

W/ Vault Clinical sex Externally Sponsored... v  Search Externally Sponsored Research

o VCV Pre-Test ~

Home
TS eXtemally Sponsored Research

Externally Sponsored Research: ESR-24-22374  Proposal Not Submitted

Acknowledgement + Primary Investigator & Site Information
General Information
Proposal Synopsis Primary Investigator (External)® | ESR-24-22374-Person-000001 o
Study Information
Investigational Products (2)
Budget / Support Information
Publications (1)
Primary Investigator & Site Information
Site Personnel (1) D ElibRzee
Sites (1)

» Sites
Related Documens (1)
Subi ion Checklist » Related Documents

Workfiow Timeline

» Submission Checklist

» Workflow Timeline

«

Primary Site (External)  ESR-24-22374-Site-000001

v | Search Extemally Sponsored Research

V/Vault Clinical sBx Externally Sponsored

) VCV Pre-Test +

Home
[ Extemaly Sponsored Research

Externally Sponsored Research: ESR-24-22374 | Propesa ot Submited

Acknowledgement v Primary Investigator & Site Information
General nfomation
Proposal Synopsis prmary Investigator extema)l =S R-24-22374-Person-000001

Stuoy Informaton
InvestgationalProducts (2)

Budget / Support nformation

Pudlcatons (1) ~ Site Personnel

| Primary Investgator & Ste nformation

StePersonne (1) + Create Q  ShowinTab
Stes (1)

Related Dx s (1
eated Documents (1) Person Number v Personnel Type

‘Submission Checkist

Vorkfou Timeine ESR-24-22374-Person-000001 Primary Investigator Saved
v Sites
+ Create Q Showin Tab
Site Number a Site Type
ESR-24-22374-Site-000001 Primary Saved

Lifecycle State

Lifecycle State

X

D~

£

G

1 0f 2 records inthis st

s

>

pomay e exema | E:3R-24-22374-Site-000001

First Name

Name

Institution Name

hogwart
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VCV Walkthrough - How to create an ESR study proposal

Site Personnel and Sites sections

\/Vault Clinical ssx Extemaly Sponsored ..+ Search Externaly Sponsored Research ™
Home ¥ sl |+
o ottt ¢
Externally Sponsored Research: ESR-24-22374 | Proposal Nat Suomitted D~ & -
a
~ site Personnel
+ Creae Q swounTi 1202
. . . Person Number v Personnel Type Litcycle Sate FirsName Lastame Enail Instution Name
Open the Sites section and click +Create
Saved ame st il hognart
ir:zva')wesl;«lnr&svem’mma-mn o G
e
L e = = = = = = wouwae o+ Create Q  ShowinTab
S st
Site Number a Site Type Lifecycle State Institution Name
ESR-24-22374-Site-000001 Primary Saved hogwart

A pop-up window appears:
Create ESR Site.

Vault Clinical ssx Exlernaly Sponsorec . v Szarch Exernall @ Q - A
Home  ESRinG v

[ Exealy Sponsored Research 1d3mcodsntisist ¢ )

Please note: If the selected Country is United States of 3l Sponord e i I— " SR
America, new mandatory* field will appear. e

Generalrfomaicn
+ Greate 202 e

sty ormston m«i Nae
Iesigaicns Froduss 2) 57242 I e !
Putlicatons (1) Addrass Line 1
v Sites. Address Line 2
= i | e - e
Reatec Docuvents 2) 3
Complete the mandatory fields and click Save | = :
T | IFOther {Degree] I I
» Related
Country* | United States of America ™ v Save
R —

Follow the same steps to add further Personnel (see Create ESR
Site Person) Employer Identification Number*



VCV Walkthrough - How to create an ESR study proposal

Related Documents section

To upload a document (PI CV, Budget), open the Related
Documents section and click +Add

W/ Vault Clinical sex Extemally Sponsored... v  Search Externally Sponsored Research oo Q VCV Pre-Prod ~ ~®

Home ESRInfo~  Library  GiobalDirectory v Reports v

=0

03 Extemnally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Not Submitied

Acknowledgement ~ Related Documents

General Information

Proposal Synopsis A d d
|= = = 7 T Ts@etmam T T - +

Investigational Producs (2) No items found
I Budget/ Support Information

Publications (1)

Primary Resource Management (0)

Primary Investigator & Site

Informati
information » Submission Checklist

Site Personnel (1)

= Timeline
Related Documents
WOTKITOW e
. Sharing Settings
A pop-up window appears:
Search: Documents.
Vault Clinical sex Externally Sponsored... | Search Externally Sponsored Research o A
Search: D t:
Home ESRInfo ~  Library  Global D Sarn oo *
T, Fields - Q [ Al Documents v -
W Externally Sponsored Rese Lo Gancel
_—_— 1-25 0f 334 114 Ev
Acknnwlednement 4+ Create ol ' =
General Information » Dratt
C I | C k + c re ate :m:"::jymrm ) Site Extemally Sponsored Research Documents > Pratocol Review Documentation
tudy Information

022:04-21 12_48_38-R15.0 Release Planning - [PLACEHOLDER] _ Microsoft Drait

Investigational Products (2).

- Rel feams (v0.1)
Budget/ Support Information ESR0436
Publications (1) [ +n Externally Sponsored Research Dacuments > Regulatory
Primary Resource Management (0) BT 2022-12-07 11_24_37- (v0.1) Draft
" ESR-0433
Primary Investigator & Site
rmation Extenally Sponsored Research Documents > Infeal Communicafion
Site Personnel (1) [2) Budget - ESR-22-00001 (v0.1) Draft
ESR-0006
Stes (1
Tl Externally Sponsored Research Documents > Budget
Related Documents (0)
3 [B) Budget - ESR-22-00002 (v0.1) Dratt 3
. . . Submission Checklist EsR0001
For more information, see Appendix — - » sub it s s s

[ Budget - ESR-22-00003 (v0.1) Drait

ow to upload a documen emeemm DU

Extemally Sponsored Research Documents > Budget

A5 Rudnat - EQB_22.00ANT A 11 ——

Close.
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VCV Walkthrough - How to create an ESR study proposal

Re I a te d D O C u m e n ts S e Ct I O n \/Vault Clinical sax Extemnally Sponsored... v = Search Externally Sponsored Research o QO

Home ESRInfo»  Library  Global Directory v  Reports v -

Upload Files (Step 1)

or select fies to upioad:

& :

A new window appears:

Upload Files (Step 1).

Files for upload cannot exceed 4 GB in size. Files over 4 GB and Audiol\Video files over 4 GB will not be rendered Leam more.

Document Type

[= = = = = = = = P gecen

Externally Sponsored Research Documents » Budget

Cancel

| Externally Sponsored Research Documents » Protocol Amendment
" Externally Sponsored Research Documents » CV

Follow instructions to upload files.
Click on the Document Type field and select the proper Type gkl at
and Subtype from the drop-down menu el O Gt

Externally Sponsored Research Documents » Budget

Externally Sponsored Research Documents > CV |
WExternally Sponsored Research Y voveeTst- & (@

Upload Files (Step 1)

1 classified document(s) to be uploaded
) BUDGET DOCUMENT 27.07.docx ®
or selectfes to upoac
s o  Vul e Manager. Files over 4 GB and AudinV o e rendered Leam more.
Choose document type and field values
Document Type
C I | C k N ext Extermal Sponsared Research Documens » Bucget ®
J >

25
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VCV Walkthrough - How to create an ESR study proposal

Related Documents section

\/Vault Clinical sBx Externally Sponsored .. v | Search Exterally Sponsored Research

a vevpeTest - K (@)

Home

Upload Files (Step 2)

A new window appears:

Upload Files (Step 2).

——————————Q————————
BUDGET DOCUMENT.docx

Your file has been successfully uploaded

Please enter an appropriate description, including the
document’s name and date, if applicable

~ General"

Name"  (Tris ocument wil be
automatically named)

Description”

SUBiypE PROTGEE ANt
Version 01
Department
Wilestones
Lifecycle Stage
Exterally Sponsored ESR.24.22385

Tags
EsRLog

ESR Communication Log

ESR Amendments ®

» Additional Information
» Product Information

» TMF Bot

\/Vault Clinical s8x Externally Sponsored .. v | Search Externally &

b VCV Pre-Test +

£ ¢

Home
«BacktoStep 1

Upload Files (Step 2)

Click Save

]

BUDGET DOCUMENTdocx
v Related Documents

Your file has been successfully uploaded

+ Add Q  swowinTa
The uploaded document appears
i Narme v Subtype Description Status Created Date
th € Related Documents SeCtIO n. PI CV-ESR-24-22374 cv PICY Draft 02 Jul 2024 210 PM CEST

Budget document for 27.07.2024  Draft 27 Jul 2024 6:37 PM CEST

Budget - ESR-24-22374

ave
- Generar

Name"  (Tris ocument wil be
automatically named)

Description"

Type Extemaly Sponsored
Research Documen's

Subtype Prolocl Amendment
Version 0.1
Department
Milstones
Lifecycl Stage
Extemally Sponsored ESR2422085

Tags
EsRLog

ESR Communication Log

ESR Amendments ®

» Additional Information
» Product Information

» TMF Bot



VCV Walkthrough - How to create an ESR study proposal

Submission Checklist section

Open the Submission Checklist section, review the listed
requirements and verify whether they have been completed

27

Before the proposal is submitted for review, it is essential to:

* Upload Primary Investigator CV
* Provide at least one Planned Publication
* Upload Budget (if funding is requested)

To upload CV and Budget, see Appendix
— How to upload a document

Click the pencil icon and tick the boxes from the checklist

Click Save

\VVault Clinical sax

Extemzly Sponso'ed

Home

[ Ederaly Sparsored Resarh > ESRZ4-Z2474

Externally Sponsored Research: ESR-24-22374  Praposal\o: Submtee

Acmowledcement  Submission Checilst
Genaral Information
[T

o I have uploaded FI CV*

Sugy Infomzton

Investigaional Froducts (2)
| nave provided Planned Publication*

Bucgat SugpotIforraten

| nave uploaded Budget, if applicable”

Stas (1

W/ Vault Clinical sex Exemally Sponsored . v Search Exernally Spansores Research

Home ESRIno v
3 Extemally Sponszred Researct

Externally Sponsered Research: ESR-24-22374  Proposal Not sbnited

 Suomission Checkist

~| | have uploaded Pl Cv*

+| | have provided Planned Publication®

+| | have uploaded Budget, if applicable”

Successhll sdited "ESR2274"
- - w

4

voveeTests M (]

=n



VCV Walkthrough - How to create an ESR study proposal

Submit proposal

/Vault Clinical sax Extemany sponsored

Home  ESRInfo v
03 Extemaly Sponsored Research

Extemnally Sponsored Research: ESR-24-22374  Proposal Not Submited

~ Acknowledgement

Proposal Synopsis cas it tis Agraement is
based upon  aview and accaptance of th Protocl as el he Sponsar ang

Rl s

‘Sugy nfomaton

Click on the Workflow icon top right and select

Submit Proposal from the drop-down menu S o————

Ste Persomnal () ofthe Exernaty Sponsored Researcn

ageetomect

ot o e Colection Notie and he Terms and

d that completng tis form espresses my nterestn workng it
‘Submission Checkist e Extomaty Sponc

Workton Timeine autnor
by telephons, S, Fax oremai

dng his box below, | confim and agree 0,313 of he staements lsted above

Allow >1 minute for system to process the submission.

> General Information
» Proposal Synopsis

» Stugy Information

I START WORKFLOW
P submit Proposal
| Withdraw Proposal

1 gree wih th statements above.

e ~  Seath Researcn

Home  ESRInfo v

0 Extemaly Sponsored Research

 Externally Sponsored Research: ESR-24-22374  Froposal ot submitted

VeV Pre-

£

=30

o1 ecords n s st

-

&

Tol5records mins st <

O =

-

>

>

Generalnformation

A pop-up box appears: -
Sta rt . ‘sSuty Inormaton Start

Investigatonal Producs (2)

Budget/ Supportnformaton

Pusicatons (1)
Prmar Investigato & Ste normaton

Sta Parsonnel2)

Related Documents (3) Documents section:
‘Submisson Checdst

Herkfen Tineine - Primary Investigator Curriculum Vitae

- Budget (i applicable)

Follow the instructions and click Start

*REGLIreUTD pftteed”

» General Information

You are about to submit this Externally Sponsored Research Proposal for
Please ensure all required fields are populated before completing the

e Gk for move nformation

ik for more inormation

Stes (1) Additionally, please make sure you have uploaded the following documents info the Related /11 agree with the statements above.

)

Showmore

» Proposal Synopss ©

" Swayinfomaton

28



VCV Walkthrough - How to create an ESR study proposal

Submit proposal

Vault Clinical sex

Home  ESRInfo v

{0 Extemaly Sponsored Research TofSrecodsimthislist ¢ )

+ Externally Sponsored Research: ESR-24-22374  ProposaiNet submited Dy & -
Please note: If any mandatory fields are left incomplete, a pop- P Error x <
. . . . . . General Information |
Up bOX Wl” appear ||St|ng the flelds that need to be fl”ed n. Progosal Snopss Vault is unable fo update the record for the following

Sy fomaton A reasons
IvestigaonalFroducs 2
I — I have provided Planned Publication* Field
e Please make sure all activities in Submission
iy g & 5t fomston Checklist section are completed and confirmed

» Workfow Tmeline

| have uploaded Pl CV* Field: Please make sure
all activities in Submission Checklist section are
completed and confirmed

‘Stes (1)

Related Documents (3)

Submission Chckist

e — | have uploaded Budget, if applicable™ Field:
Flease make sure all activities in Submission
Checklist section are completed and confirmed

Review the list of missing information, click OK and fill in
the required fields. Repeat step 31 to submit the proposal !

/Vault Clinical sax Extemally Sponsored .. v | Search Extemall Spansored Research

Home  ESRIno «

Once the submission is successfully
Comp|eted, the Studyls Iifecycle Changes Externally Sponsored Research: ESR-24-22374

[SE

Proposal In Review w

to Proposal in Review.

After you have submitted the proposal, responsibility for next
steps lies with AZ team. AstraZeneca may accept or decline
the study proposal or request additional information.
The system will notify you via email regardless of the decision.

29



How to provide Additional

Information Requested VCV f E SR
for a Proposal/Protocol Quality Check (QC), O r

Local Proposal Review or (HQ)

Proposal/Protocol Review Externally Sponsored Research

Click the link to see the training video,
How to provide additional information requested

Return to Contents



https://azcollaboration.sharepoint.com/sites/EvidenceEnablement-IT-PlatformCommunications/Shared%20Documents/Platform%20Communications/ESRs/Training%20materials/External/External%20films/Final%20Films/VCV_for_ESR_External_video_02_How%20to%20provide%20additional%20information%20requested%20(1080p).mp4?csf=1&web=1&e=rbBmbQ
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VCV Walkthrough - How to provide Additional Information Requested

for a Proposal/Protocol QC, Local Proposal/Protocol Review or (HQ) Proposal/Protocol Review
Externally Sponsored... ~ = Search Extemally Sponsored Research oo Q

If the Verdict of the QC or review is Additional Information Requested, Mmoo+ Uy oDy - Kot -

a new task will appear for the External User: Add Info Requested A
Externally Sponsored Research: ESR-2: mr.::l-'lﬂl |nhrmm R-ml.h-lﬂ'ln'ﬂ

Proposal/Protocol QC, Local Proposal/Protocol Review or (HQ) T —
Proposal/Protocol Review with Due Date and Instructions.

ation was req
perform the needed changes

Instructions Additional Inform: requested for study ESR-23.00017. Pl below. Additional be sent throug! og separately. Please, review the.

vovpePod- \/ & @

=nn

10of 170 records inthis list < >

el ’ccept

J General Information .
» General Information

Proposal Synopsis A
Study Information » Proposal Synopsis I
Lifecycle of the study changes to Additional Information Requested. TR ) : 1
Product Shipments (0) udy Information
Budget/ Support Information ]
» Investigational Products
Payments (0)
Performance Assessments (0) » Product Shipments I
Publications (1) i
Review Log (0) » Budget / Support Information .
Primary Resource Management (3) . I
. . . » Payments 1
Click Accept and follow instructions shared by AstraZeneca a0 £20 I
— T som [1F — wmm s Res(OMENCOMMSSCIOMONISE mEm - - - . S S . S RS S S S e e e e

Sites (1) » Publications

Communication Log (0)

Related Documents (3) » Review Log

Submission Checkist
Warlfiow Timatine v Primary Resource Management

Please note: Additional comments/instructions may be sent to Vi e CEE— | e v £ O ||

you via the Communication log or via email. ome Estio- by GaDiscory+  pors -

03 Extemally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Additional Information Requested

=8

1of 170 recordgin thislist < >

© Add Info Requested/Proposal QC 14 Apr 2023 Show less

Jdy ESR-23-00017. Pl below. Addiional be sent throug! og separately. Please, review the.

Complete
Fra |

J General Information .
» General Information

undo acceptance

Provide Additional Information as requested and click

Study Information » Proposal Synopsis
c om I ete Investigational Products (2)
p Product Shipments (0) » Study Information

Budget / Support Information
» Investigational Products
Payments (0)

Performance Assessments (0) » Product Shipments

Publications (1)
Review Log (0) » Budget / Support Information

Primary Resource Management (3)

Once the Add Info Requested task is completed, responsibility . DRI

Information
» Performance Assessments

for next steps lies with AstraZeneca. AZ team may either accept Stererema (1)

» Publications

Communication Log (0)

Sites (1)
the information provided or request additional information.

Related Documents (3) » Review Log

The system will notify you via email regardless of the decision. | C— < Primry Resarco Managerrt



How to submit VCV for ESR

a Protocol

Externally Sponsored Research



https://azcollaboration.sharepoint.com/sites/EvidenceEnablement-IT-PlatformCommunications/Shared%20Documents/Platform%20Communications/ESRs/Training%20materials/External/External%20films/Final%20Films/VCV_for_ESR_External_video_03_How%20to%20submit%20a%20protocol%20(1080p).mp4?csf=1&web=1&e=B976d5

VCV Walkthrough - How to submit a Protocol

Protocol submission

V/Vault Clinical sex Extenally Sponsor ~ | Search Externall

Home  ESRInio v

o Proposal Approved e
P . Externally Sponsored Research: ESR-24-22371 D~ & -
When Study’s lifecycle shows as Proposal A
Approved, the Protocol may be submitted for T ~= ~#| 7 Related Documents
QC and Review. I Budget - ESR-24-22340 Budget Draft 02 Jul 2024 12:59 PM CEST ESR0077
|
' —
|
|
|
Upload the Protocol in the Related Documents I
section (see Appendix — How to upload a document)
. Home  ESR o+ =B
Initial Protocol should be selected from the Document Type S —— s < >
. . - Externally Sponsored Research: ESR-24-22371  Fiososlfgprores o
pick list when uploading the Protocol. — v
START WORKFLOW
Submit Protocol .,
Withdraw Proposal
To submit the Protocol, click on the Workflow icon and
select Submit Protocol from the drop-down menu
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VCV Walkthrough - How to submit a Protocol

Protocol submission

Vault Clinical sex

Extemally Sponsored .. v | Search Extemally Sponsored Research

Home  ESRIG

0 Exemaly Sponsored Resoarch

Toi3recos mtisist < >

' Externally Sponsored Research: ESR-24-22371  Froposal Approved

. ls -
[ ~ ackvowesgement -
A pop-up box appears: S o St
Start. - Start x

Budget  SuppotInformaton altho mandatoy s (marked with an")

Registony danifes e mandtor ks (g vian il
Puatons (1) o

e You are about to submit this External Spensored Research Protocol srowmore
Stoasoma 2

s

Log 0)

» General Informaton

» Proposal Synopsis ©

] » Study Information
«

ik Chical o ——— - —

Home  ESRInio v

L|fecyc|e Of the StUdy Changes to D::Iemay ponsored Research: ESR24-22371 1 PTotoCol In Review

~ Acknowledgement -

Protocol in Review.

After you have submitted the initial protocol, responsibility for
next steps lies with AstraZeneca. AstraZeneca may either accept
the provided protocol or request additional information.

The system will notify you via email regardless of the decision.

» Proposal

> Stugy Information
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How to provide a Project VCV f()]f' ESR

Status Update (PSU)

Externally Sponsored Research
0 Click the link to see the training video,
How to provide a project status update

Return to Contents



https://azcollaboration.sharepoint.com/sites/EvidenceEnablement-IT-PlatformCommunications/Shared%20Documents/Platform%20Communications/ESRs/Training%20materials/External/External%20films/Final%20Films/VCV_for_ESR_External_video_04_How%20to%20provide%20a%20project%20status%20update%20(1080p).mp4?csf=1&web=1&e=Z9AZVx

VCV Walkthrough - How to provide a Project Status Update

As per the terms outlined in the contract, the Sponsor is
required to provide Project Status Updates. Reminders
are sent to the Sponsor to encourage PSU submission.

Additionally, Local Coordinator has an option to request
PSUs ad hoc at any time during the Study. In such cases,
a task will be created for the site personnel.

The task PSU Requested with Due Date
and Instructions appears in the taskbar.

Click Accept

To create a PSU record, go to the Project
Status Updates section and click +Create

Please note: Only one PSU can be
created per day.
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W/ Vault Clinical sBx Exterally Sponsored... v Search Extemnally Sponsored Research

Home ESR Info v

«Back to previous page

®

Externally Sponsored Research: ESR-24-22427  Actve

Type of Support Funding and Product

— e e e e e e e e e e e e e e e e
© PSURequested 09 Nov 2024 Show less

Instructions Project Status update for study ESR-24-22427 Is requested Please, create a Project Status Update in the section ‘Project Status Update' below and complete the task

Acknowiedgement 4 » Project Status Updates

General Information
Proposal Synopsis

Study Information
Investigational Products (1)
Budget / Support Information
Milestones (5)

Project Status Updates (0)

Classi

*» Classification

» Regulatory Identifiers

» Publications

» Amendments

» Primary Investigator & Site Information

Regulatory Identifiers

»
o i Site Personnel

Al ts (1)

» Sites
Primary Investigator & Site Information

NV =
TS Task for “Externally Sponsored Research: ESR-24-22427" accepted
W/ Vault Clinical sex Externally Spons Ry S0 P Py

Home ESR Info v

« Back to previous page
Externally Sponsored Research: ESR-24-22427  Actve
Primary Country Canada

Primary Product Alvesce Type of Support Funding and Product

© PSURequested 09 Nov 2024 Show less.

Instructions Project Status update for study ESR-24-22427 Is requested Please, create a Project Status Update in the section ‘Project Status Update' below and complete the task

veveeTest- K (@

undo acceptance

Acknowledgement - v Project Status Updates

General Information

+ Create

Study Information

Q  SshowinTab

nal Products (1)
Budget / Support Information No items found
Milestones (5)

Project Status Updates (0)

Classification

Regulatory Identifiers

» Classif n
Publcations (0) Classificatior

Amendments (1)

» Regulatory Identifiers
Primary Investigator & Site Information

A_Duhlizatinne



VCV Walkthrough - How to provide a Project Status Update

. W Vault Clinical sex Externally Sponsored... v  Search Externally Sponsored Research oo VevpPeTest- M 3
New window appears:

. Home  ESRInfo v
Create ESR Project Status Update.

Create ESR Project Status Update Cancel
____________________________________ T  Save
Update Information @ ~ Update Information @

System Details
Externally Sponsored Research ESR-24-22427

Answer the questions in the Update Status Update Date 10.0ct202¢
Information Sub'section Are there Milestone Updates?” OYes No
CI ick save Are there Subject Enroliment Yes No
Updates?”
Is there any SAE/AE information Yes No
Update?”
Are you planning any study Yes No

publications?*

Updates may consist of: Milestones, Subject ] A troe Rosulatory Updates?” (Yes (N0
Enrollment, Safety Reporting, Planned Publications

and/or Regulatory Updates' depending on the answers ExlemaIIySponsored.. ~  Search Externally Sponsored Research o)

provided in the first PSU subsection. Home, | ESHMG >
« Back to previous page 1 0f 1 records in this list

ESR Project Status Update: ESR-24-22427-PSU-100ct2024 Saved D & -
| Update Information b O E R a

Externally Sponsored Research ESR-24.22427

Created PSU record appears as Saved. If the answer to: Miestone Update (1)

Status Update Date 10 Oct 2024

Subject Enrollment Update

Are there Milestone Updates? Yos

Are there Milestone Updates? and/or SAE/AE Information Update A,
Are there Su bject Enrollment Updates? and/or Bublication Plans Update VsmennnysAEIAEln'zn:;::: ves
Is there any SAE/AE Information Update? and/or Regulatory Update

publications?

Are you planning any study publications? and/or System Details
Are there Regulatory Updates? Workflow Timeline
was 'Yes’, the respective sub-sections show up with 8 Mupdm :
mandatory fields to fill in before the PSU submission. o

Are there Regulatory Updates? Yes
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VCV Walkthrough - How to provide a Project Status Update

Milestone Update

W/ Vault Clinical sex Extemally Sponisored... ¥ | Search Extemally Sponsored Research S VCV Pre-Test +

Home ESR Info v

If the answer to: Are there Milestone Updates? was

ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved

D~ | &
'Yes’, the Milestone Update sub-section shows up, — p
where the milestone(s) selected for update Milestone Update B i
should be added. i 4+ Add
Regulatory Update No items found
Open the Milestone Update sub-section and b SubjctEnlment Updte
C||Ck +Add » SAE/AE Information Update
» Publication Plans Update
» Regulatory Update
¢ »_System Details ad
A pop-up box appears: Search ESR Milestone S
with all milestones that are set up for this Study. et NN x
# ESR Project Status Update: E : A Do -
I Update Information ~ Filters
Milestone Update (0) Status - equals - Active - @0
Subject Enrollment Update
SAE Information Update staCrents Eels
iicaticn o Llpdam i N: Baseline Finish Date Pl d Finish Date Actual Finish Date. S -
. P = e reune | raonsrmnoen | semurnmnoen | s
Check the box next to the Milestone(s) you sysom Dot | e ospron e
. q Workflow Timeline. inal Study Report/Draft Publication 01 0ct 2023 01 0ct 2023 4650
wish to update and click OK Frasusy s
Sharing Settings Last Study Subject In 01 Jun 2023 01 Jun 2023 3500
S -
____________ 2 o o e —
It is required to add at least one Milestone in \ U U

the Milestone Update sub-section. . Sl
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VCV Walkthrough - How to provide a Project Status Update

Updates to Milestone

W Vault Clinical sBx Extemally Sponsored... v  Search Externally Sponsored Research o VevPeTest~ M 3
Home  ESRInfo v

«Back to previous page 1 of 1 records in this ist

ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved D~ & o

The chosen milestone(s) will appear in the
Milestone Update sub-section. iMtsstovs Hovts

Milestone Update (1)
+ Add Q  Showin Tab 1-40f1  eee
Subject En

Name & Current Planned Finish Date Current Actual Finish Date Updated Date Milestone is achieved Reason for CI

50% Enrolled |22 ,

SAE/AE I

Publication Plans Update

Regulatory Update
System Details

Workllow Tmeline
» Subject Enrollment Update

» SAE/AE Information Update

To update the Milestone, click on the e
Milestone Name S oy e

» System Details

€ » Workflow Timeline

W/ Vault Clinical sex Extemally Sponsored... v  Search Externally Sponsored Research o VevpPeTest- M 3

Home ESR Info v + Create | ~

New window appears, showing the details of
the milestone record and its sub-sections = = = = ESRSCMTCPSY MM S0 E DIt i == = = = = = = = = = = e = = = = = >
with mandatory fields to fill in. T - Dotis '
Updates to Milestone ESR Milestone 50% Enrolled ESR PSU Number ESR-24-22427.PSU-100c2024

« Back to previous page 14

Sharing Settings

~ Updates to Milestone

Current Planned Finish Date 11 Aug 2024 Current Actual Finish Date

Click the pencil icon top right and navigate to
the Updates to Milestone sub-section

Updated Date Milestone is achieved

Reason for Change

@ » Workflow Timeline
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VCV Walkthrough - How to provide a Project Status Update

Updates to Milestone

\/ Vault Clinical sBx Externally Sponsored... v | Search Externally Sponsored Research o VCV Pre-Test + ~

Home  ESRInfo v

[ Externally Sponsored Research » ESR-24-22427 > ESR-24-22427-PSU-100ct2024 1 of 1 records in this list
ESR Selected PSU Milestone: 50% Enrolled  saved cancel
Details ~ Updates to Milestone

. . Updates to Milestone
Add a new date in the Updated Date field S Cumnt Plannad i Ot 1 Ao 205

Updated Date Today Milestone is achieved
Sharing Settings.

== == == == == == == == == == == == == == =) Reason for Change || -

Coniracting negotiation / issue
» Workflow Timeline CovVID49

Enroliment on hold - AZ

Enroliment on hold - sponsor

. Other

Recruitment not to plan

Regulatory / Ethics Approval

Click the Reason for Change field and select a
value from the dropdown menu

— e o e e e e e e o e
Safety signal / Review

« Study Design change

WV Vault Clinical sBx Externally Sponsored... v | Search Externally Sponsored Research oo vovpeTest- MK (@

Home  ESRInfo

[ Externally Sponsored Research > ESR-24-22427 > ESR-24-22427-PSU-100ct2024 1 of 1 records in this list

If ‘Other’ is selected, new mandatory field ESR Selected PSU Milestone: 50% Enrolled  Saves cancl

appears: If ‘Other’, reason for change, where a ‘  paats =
d esc I’I pt | O n Of t h e re a SO n S h O u I d b p I’OVI d ed . W‘;r:;;:m:::ue ESR Milestone 50% Enrolled ESR PSU Number ESR-24-22427-PSU-100ct2024
~ Updates to Milestone
Provide an appropriate description of the BTt
Reason for Cha nge e If 'Other’, reason for change
« * Workflow Timeline
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VCV Walkthrough - How to provide a Project Status Update

Updates to Milestone

W Vault Clinical sex Externally Sponsored... v  Search Externally Sponsored Research o VovpreTest- M ‘

Home  ESRInfo v

[ Externally Sponsored Research > ESR-24-22427 > ESR-24-22427-PSU-100c12024

ESR Selected PSU Milestone: 50% Enrolled  saved v Save

v Details

Details

Check ‘Milestone is achieved’ if you are
providing an actual date for the milestone

Updates to Milestone
1 ESR Milestone 50% Enrolled ESR PSU Number ESR-24-22427-PSU-100c12024
Workflow Timeline

Sharing Settings

~ Updates to Milestone

Current Planned Finish Date 11 Aug 2024 Current Actual Finish Date
— o G OEE RO e g e mm mm om= == == == P | |iilestone s achieved
Reason for Change  Other - If"Other', reason for change

Click Save = = OO T

W/ Vault Clinical sex Externally Sponsored... + Search Externally Sponsored Research Y vovpeTst- & (@
”

Home ESR Info v -

«Back to previous page 1of1
ESR Selected PSU Milestone: 50% Enrolled  saved & -
‘ Detais ~ Details 2

. P e — m e — — — e SRS — —py ESR PSU Number ESR-24-22427-PSU-100ct2024
Go back to the PSU record by clicking the I

blue-linked PSU Number

Sharing Settings

» Updates to Milestone

» Workflow Timeline

Repeat steps 6 — 12 for each of the milestone %
selected for update.
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VCV Walkthrough - How to provi

Subject Enrollment Update

If the answer to: Are there Subject Enroliment
Updates? was 'Yes', the Subject Enroliment Update

sub-section appears, containing values provided in
the Study Information section.

Open the Subject Enroliment Update
sub-section and click pencil icon to edit the fields

Enter updated number of subjects in the
appropriate fields in the right-hand column

Proceed to the next sub-section if available. If
not, click Save
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W/ Vault Clinical sex Externally Sporisored... v | Search Extemally Sponsored Research

Home ESR Info v

de a Project Status Update

[ Extemally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2024

Update Information -

Milestone Update (1)
Subject Enroliment Update
SAE/AE Information Update
Publication Plans Update
Regulatory Update
Systom Detais

Workllow Timeline

\/ Vault Clinical sBx Externally Sponsored... v | Search Externally Sponsored Research

Home ESR Info v

Subject Enrollment Update

Current Planned No. of Enrolled 105

Current Actual No. of Enrolled 1

Current Planned No. of Entered 103

Treatment

Current Actual No. of Entered 100
Treatment

Current Planned No. of Completed 10

Current Actual No. of Completed 0

SAE/AE Information Update

Publication Plans Update

Regulatory Update

Updated Planned No. of Enrolled

Updated Actual No. of Enrolled

Updated Planned No. of Entered

Treatment

Updated Actual No. of Entered
Treatment

Updated Planned No. of Completed

Updated Actual No. of Completed

[ Externally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100¢t2024

Update Information -
Milestone Update (1)

Subject Enrollment Update

SAE/AE Information Update

Publication Plans Update

Regulatory Update

System Details

—— —
Workflow Timeline

Subject Enrollment Update

Current Planned No. of Enrolled 105
Current Actual No. of Enrolled 100

Current Planned No. of Entered 103

Treatment

iUy ——— Y |

Treatment
Current Planned No. of Completed 10

Current Actual No. of Completed 0

SAE/AE Information Update

Publication Plans Update

Ran:

/Lindate

Updated Planned No. of Enrolled"

Updated Actual No. of Enrolled”

Updated Planned No. of Entered

Treatment”

Updated Actual No. of Entered

Treatment"

Updated Planned No. of
Completed”

Updated Actual No. of Completed"

103

10

0

0

m

10f 1 records i this list

2 5

) vcv PreTest- M

1 of 1 records in this list

ave
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If the answer to: Is there any SAE/AE Information
Update? was 'Yes', the SAE/AE Information Update
sub-section appears with mandatory field:

‘l confirm the SAE/AE has been reported’.

Open the SAE/AE Information Update sub-
section and check ‘Yes’ to confirm that SAEs/AEs
have been reported to AZ Company

Proceed to the next sub-section if available.
If not, click Save.

VCV Walkthrough - How to provide a Project Status Update

Serious Adverse Event/Adverse Event Information Update

\/ Vault Clinical sBx Externally Sponsored... v

Search Exterally Sponsored Research

o vevpeTest - M (@

Home  ESRInfo v

[ Externally Sponsored Researc! h > ESR-24-22427 1 of 2 records in this list >
ESR Project Status Update: ESR-24-22427-PSU-100¢t2024  saved Cancel
Update Information ~ SAE/AE Information Update
Milestone Update (1)
Subject Enrollment Update | f th SAEJ[AE h b
P . conrtirm the as been
SAE/AE Information Update Yes No
e Bl 1 . - reported
Regulatory Update
System Details
Workflow Timeline
» Publication Plans Update
» Regulatory Update
» System Details
» Workflow Timeline
«
W/ Vault Clinical sex Exterally Sponsored... v Search Externally Sponsored Research oo vevPreTest - M a

Home  ESRInfo v
3 Externally Sponsored Research > ESR-24-22427

ESR PrujectStatus Update: E8R=24-22427-P3U-100¢i202%

1021

v Save

Update Information ~ SAE/AE Information Update

Milestone Update (1)

| confirm the SAE/AE has been (@) Yes
reported

Subject Enroliment Update
SAE/AE Information Update
Publication Plans Update
Regulatory Update
System Details
Workfiow Timeline
» Publication Plans Update
» Regulatory Update

» System Details

» Workflow Timeline

No



VCV Walkthrough - How to provide a Project Status Update

Publication Plans Update

\/ Vault Clinical ssx Extenally Sponsored... v | Search Extemally Sponsored Research Py vovpeTst- K (@

If the answer to: Are you planning any study

Home  ESRInfo v
pu blicatiOnS? was 'Yesl' th e Pu blication Pla ns [ Extemally Sponsored Research > ESR-24-22427 1 of 2 records n this list N
U pdate su b—SeCtion appears W|th the fleld to provide ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved Cancel

d eta | I S Of p u b | | Catio n p I ans. Update Information v Publication Plans Update

Milestone Update (1)
Subject Enroliment Update Please provide likely timing and
— SR BA0E UDEaS e —

Publication Plans Update

Regulatory Update

details

Please ensure that updates provided in this sub-
section are added to the Publication node. Update
current planned publications or add new records to

reflect the latest plans.

System Details
Workflow Timeline
» Regulatory Update

» System Details

» Workflow Timeline

Open the Publication Plans Update sub-
section and fill in the mandatory field

/Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research o VevPreTest - M

Home  ESRInfo v

[ Externally Sponsored Research > ESR-24-22427

1of2re

ESR Project Status"Update ESR=24-22427-PSU=100ci2024 ~savec v Save

Please provide the publication type, approximate ° R

Milestone Update (1)

planned publication date, and Name of the

weais | Please provide the publication type, the approximate planned publication date, and
SAE/AE Information Update

. g a the name of the journal/congress where it's planned to be published/presented
journal/congress where it's planned to be published.

Regulatory Update

System Details

Workflow Timeline
» Regulatory Update

» System Details

» Workflow Timeline

Proceed to the next sub-section if available. If
not, click Save

44



VCV Walkthrough - How to provide a Project Status Update

Regulatory Update

If the answer to: Are there Regulatory Updates?
was ‘Yes’, the Regulatory Update sub-section shows
up with mandatory fields:

IRB/EC Approval Date and IRB/EC Expiration Date.

Open the Regulatory Update sub-section and
click the Calendar icon next to the field

Update the IRB/EC Approval Date and/or
IRB/EC Expiration Date and click Save
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W/ Vault Clinical sBx Externally Sponsored... v | Search Externally Sponsored Research

Home ESR Info »
[ Externally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved

Update Information ~ Regulatory Update

Milestone Update (1)

= T e~ T T FB/E?Ap;VaI-Date- e o Today
SAE/AE Information Update « < Jul 2024 > »
Publication Plans Update
Sun Mon Tue Wed Thu Fri Sat
Regulatory Update D2 3 4 5 6
Workfiow Timeline 7 8 9 10 11 12 13

» System Details
14 15 16 17 18 19 20
» Workflow Timeline o [22]23 24 25 26 27

28 29 30 31

IRB/EC Expiration Date

«
V/Vault Clinical ssx Externally Sponsored... +  Search Externally Sponsored Research

o VeVPreTest- M

Home ESRInfo v

[ Externally Sponsored Research > ESR-24-22427

ESR Project Statue Updater EER-24-22427-PS=10Sct2024 seues
Update Information v Regulatory Update
Milestone Update (1)
Subject Enollment Update IRBIEC Approval Date 09 Sep 2024 & Today
‘SAE/AE Information Update
Publication Plans Update
Regulatory Update
System Details

Workflow Timeline
» System Details

» Workflow Timeline

IRBEC Expiration Date 08 Sep 2025

vevPreTest~ M o

o)

1 0f 2 records in this list >

10f

& Today

Cancel - Save

Today

Vv Save
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VCV Walkthrough - How to provide a Project Status Update

After clicking Save, all provided updates will
be saved under their corresponding sub-
sections within the PSU record.

—— - - o = o o= o)

Click the blue-linked ESR Number to go back

Created PSU record shows up in the Project
Status Updates section

Complete the task PSU Requested by clicking
Complete

|————————bgm)‘

W/ Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research

o) VCV Pre-Test ~

Home ESRINfO v  LibrafieGlohal Ditactoni s anods.Ts.

= ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-160ct2024  saved

1 0f 1 records in this list

D~ | &

| confirm the SAE/AE has been Yes -

Update Information reported
Milestone Update (1)
Subject Enroliment Update
SAE/AE Information Update
Publication Plans Update
Regulatory Update ~ Publication Plans Update
System Details
Workflow Timeline Please provide likely timing and publication type, planned publication date and Name of the journal where it's planned to be published

details
Sharing Settings

~ Regulatory Update
IRB/EC Approval Date 15 Oct 2024 IRB/EC Expiration Date 04 Nov 2024
«

W/ Vault Clinical sex Externally Sponsored... »  Search Externally Sponsored Research

m

Home ESR Info ~
[ Extemally Sponsored Research
Externally Sponsored Research: ESR-24-22427  Actve
Primary Country Canada Primary Product Alvesco Type of Support Funding and Product

© PSURequested 09 Nov 2024 Show less.

Instructions Project Status update for study ESR-24-22427 Is requested Please, create a Project Status Update in the section ‘Project Status Update' below and complete the task

20f23records inthislist < >

Complete

undo acceptance

Acknowledgement - v Project Status Updates
General Information
+ Create Q  ShowinTab
Proposal Synopsis
Study Information PSU Number « Are there Milestone Updates?
Investigational Products (1) ESR-24-22427-PSU-100ct2024 Yes

<

110f1

Are there Subject Enroliment U... Are there Regulatory Updates? Is there any ¢

Yes Yes

Budget / Support Information
Milestones (5)
Project Status Updates (1)
» Classification
Classification
Regulatory Identifiers » Regulatory Identifiers
Publications (0)
*» Publications

Amendments (1)

Primary Investigator & Site Information €
i » Amendments



VCV Walkthrough - How to provide a Project Status Update

A pop-up box appears: PSU Requested.

Click Complete

Once PSU requested fields are completed and the
record was saved, the Investigator should submit
PSU for AZ review.

Go to the Project Status Updates section and
click the blue-linked PSU Number
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Vault Clinical Externally Sponsored... v  Search Externally Sponsored Research

Home  ESRInfo v

[0 Externally Sponsored Research
v Externally Sponsored Research: ESR-24-22427  Active

Primary Country Canada  Primary Produt

PSU Requested X

© PSURequested 14 Nov 2024 Show less

Instructions Project Status update for study ES|

Project Status update for study ESR-24-22427 is requested
Acknowledgement -
General Information
[Proyasal Symnes *  Please, create a Project Status Update in the section 'Project Status Update' below and
Study Information » complete the task
Investigational Products (1)

Budget / Support Information N
LU0 POCEET e e - - - G20

Mlbsmnesin ===

——
Project Status Updates (2)

Classification » Primary Investigator & Site Information

20f23recordsinthislist < >

Complete

undo acceptance

Complete

Regulatory Identifiers

Publications (0) » Site Personnel

Amendments (1) » Sites

Primary Investigator & Site Information

b Pammiininatinn | an

W/ Vault Clinical sBx Externally Sponsored... v Search Externally Sponsored Research

Home ESR Info v

[ Extemally Sponsored

Externally Sponsored Research: ESR-24-22427

Active

Primary Country Canada  Primary Product Alvesce Type of Support Funding and Product

Acknowledgement 4 v Project Status Updates
General Information
+ Create Q  ShowinTab
Proposal Synopsis
PSU Number a Are there Milestone Updates?  Are there Subject Enroliment U

Study Information

Investigational Products (1) Yes Yes

ESR-24-22427-P5U-100ct2024

VCV Pre-Test ~

20f 23 records in this list <

Are there Regulatory Updates?

Yes

Budget / Support Information
Miestones (5)

Project Status Updates (1)

Classification
Classification

Regulatory Identifiers

Regulatory Identifiers

Publications (0)

Publ
Amendments (1) ublications

Primary Investigator & Site Information

Amendments
Site Personnel (1)

Sites (1) « Primary Investigator & Site Information

110f1

Is there any ¢

Yes

-

>



VCV Walkthrough - How to provide a Project Status Update

PSU Submission

W/ Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research o vevpeTest - M (@

Home  ESRInfo v

[ Externally Sponsored Research » ESR-24-22427 A-nd2- s dhig list >
When PSU has not been Submitted for 48 hours ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved D» v T
. . . . 1 START WORKFLOW a
and remains in 'Saved’ state, the Investigator will = = = Hseimiom = Ui = = = = = = = = = == S r

Milestone Update (1)
» Milestone Update

be notified via email about Pending submission.

Subject Enrolment Update

» Subject Enrollment Update

Plans Update
Regulatory Update » SAE/AE Information Update

System Details

» Publication Plans Update

» Regulatory Update

» Systom Details

» Workflow Timeline

To submit PSU, click the workflow icon and |
select ‘Submit PSU’ from the dropdown menu C .

Vault Clinical sBx Externally Sponsored... = Search Externally Sponsored Research o O

Home  ESRInfo »

VCV Pre-Test +

[ Extemally Sponsored Research > ESR-24-22427 10f 2 records in this list < >
" ESR Project Status Update: ESR-24-22427-PSU-100ct2024  saved > X5 ‘ P -
A pop-up box appears: Start. e e
p p p p p Milestone Update (1) Start X

Subject Enroliment Update
SAE/AE Information Update
Publication Plans Update Are you sure this Project Status Update is to be submitted for review?

Regulatory Update
System Details

Workflow Timeline.

*Required to proceed Cancel Starl
Click Start to proceed with the submission SRR
and send PSU for review SR

48
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VCV Walkthrough - How to provide a Project Status Update

PSU Review

PSU Status changes to In Review.

External users cannot edit the record
in review state.

Local Coordinator reviews the PSU. Depending on the
review outcome, further tasks may be generated.
A notification with the review verdict and comments will
be sent via email once the review is completed.

If the Verdict is ‘Review and Resubmit’, the task
PSU sent for review and resubmit with
Instructions will show up under the PSU record.

PSU status has changed to Review and

Resubmit.

W/ Vault Clinical sex Externally Sporisored... v | Search Extemally Sponsored Research

m

Home ESR Info v

[ Extemally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2024 | n RBVIGW

u » Update Information

Miestone Update (1)

) » Milestone Update
Subject Enroliment Update

s L
AE/AE Information Update » Sublect Enroliment Update
Publication Plans Update

Regulatory Update » SAE/AE Information Update

System Details
» Publication Plans Update
Workflow Timeline

» Regulatory Update
» System Details

» Workflow Timeline

10f 2 records in this list

«
W/ Vault Clinical sex Extenally Sponsored... v | Search Externally Sponsored Research

>

®

Home  ESRInfo v
[ Extemally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2( - Review and Resubmit

© PSU sent for review and resubmit Show less

Instructions Project Status update for study ESR-24-22427 has been sent back for review and has to be resubmitted. Please see comments below.

10f 1 records i this list

‘ Update Information » Update Information

Milestone Update (1)

» Milestone Update
Subject Enroliment Update

SAE/AE Information Update » Sublect Enroliment Update
Publication Plans Update

ltory Update » SAE/AE Information Update
System Details

» Publication Plans Update
Workllow Timeline

» Regulatory Update
» System Details

» Workflow Timeline



VCV Walkthrough - How to provide a Project Status Update

PSU sent for review and resubmit

The task can be seen after opening a specific
PSU record, and it is not visible from the main
view of the ESR Study.

Click Accept and follow comments from AZ
reviewers to update the PSU

Click the pencil icon to edit the fields and
make requested changes
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Additional instructions may be sent to you via
the Communication Log.

W/ Vault Clinical sBx Externally Sponsored... v Search Externally Sponsored Research

o VCV Pre-

Home  ESRInfo v
[ Extemally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2( - Review and Resubmit

© PSU sent for review and resubmit Show less

Instructions Project Status update for study ESR-24-22427 has been sent back for review and has to be resubmitted. Please see comments below.

‘ Update Information » Update Information
Milestone Update (1)
N ) » Milestone Update
Subject Enroliment Update
s i
AE/AE Information Update » Subject Enrollment Update
Publication Plans Update

Regulatory Update » SAE/AE Information Update
System Details

» Publication Plans Update
Workliow Timeline

» Regulatory Update
» System Details

» Workflow Timeline

W/ Vault Clinical sBx

Externally Sponsored..

Successfully edited "ESR-24-22427-PSU-100ct2024"

————————p

Test ~

10f 1 records i this list

I'4

a vevPeTest- O (@

Home ESR Info v

3 Externally Sponsored Research > ES 2427

ESR Project Status LIndate: ESR:24-22427-PSU-100¢t2024.  Ravewand Resubmit

© PSU sent for review and resubmit Show less

Instructions Project Status updatd for study ESR-24-22427 has been sent back for review and has to be resubmitted. Please see comments below.

‘ Update Information » Update Information
Milestone Update (1)
o » Milestone Update
Subject Enroliment Update

SAE/AE Information Update

Subject Enroliment Update
Publication Plans Update

Regulatory Update SAE/AE Information Update

System Details

Publication Plans Update
Workllow Timeline

Regulatory Update

System Detalls

Workflow Timeline

Latdsecords inhis list

undo acceptance



VCV Walkthrough - How to provide a Project Status Update

PSU sent for review and resubmit
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Click Save

Complete the task by clicking Complete

Click Complete

A pop-up box appears: PSU sent for
review and resubmit.

e e T T T |

V/ Vault ical sBX Extemally Sponsored... v Search Externally Sponsored Research oo VCVPreTest [

ESRInfo v | + create | - |

D Externally Sponsored Research > ESR-24-22427
—

Home

e el e T T | Save

ESR Project Status Update: ESR-24-22427-PSU-100¢t2024  Review and Resubmit

© PSU sent for review and resubmit Show less
Instructions Project Status update for study ESR-24-22427 has been sent back for review and has to be resubmitted. Please see comments below. Complete

undo acceptance

Update Information » Update Information

Milestone Update (1)

Milestone Update
Subject Enroliment Update

SAE/AE Information Update

Subject Enrollment Update

Publication Plans Update

Regulatory Update SAE/AE Information Update

System Details

Publication Plans Update
Workflow Timeline

Regulatory Update

System Details

Workflow Timeline

Search Externally Sponsored Research

Externally Sponsored

Home  ESRInfo v

10f 1 records in this list

[ Extemally Sponsored Research > ESR-24-22427

'+ ESR Project Status Update: ESR-24-22427-PSU-100ct2024  Review and Resubmit & -
© PSU sent for review and resubmit X i
Jstetions foec s e PSU sent for review and resubmit X undo scepiance
| Update Information =
il Project Status update for study ESR-24-22427 has been sent back for review and has to be
Subject Enroliment Update
SAE/AE Information Update resubmitted Please see comments below
Publication Plans Update =
Regulatory Update
- e R — - O QPOLOC] e - - - = - LAREEP Comp|e‘te
| Workflow Timeline:
I » Regulatory Update
» System Details
» Workflow Timeline
«
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PSU Resubmission

W/ Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research o VoVPreTest~ L1

Home  ESRInfo v

[ Externally Sponsored Research » ESR-24-22427 fcords in this list
E @ -
ESR Project Status Update: ESR-24-22427-PSU-100ct2024  Review and Resubmit & -
START WORKFLOW a
| updete nformaton » Update Information
Miestone Update (1 Resubmit

» Milestone Update

Subject Enroliment Update

Click the workflow icon and select ‘Resubmit’
from the dropdown menu

Subject Enroliment Update
Publication Plans Update

Regulatory Update SAE/AE Information Update

System Details

Publication Plans Update
Workllow Timeline

Regulatory Update

Systom Details

Workflow Timeline

A pop-up box appears: Sta

Vault Clinical Externally Sponsored... Search Extemally Sponsored Research

Home  ESRInfo v

[ Externally Sponsored Research » ESR-24-22427 1of 1 records in this list
" ESR Project Status Update: ESR-24-22427-PSU-100ct2024  Review and Resubmit > 1 ‘ &
Update Information S ta I't X 2

Milestone Update (1)
Subject Enroliment Update
SAEAS nfomaton et Are you sure this Project Status Update is to be submitted for review?
Publication Plans Update

Regulatory Update

System Details

Workflow Timeline

Click Start to proceed with PSU resubmission -—--———--———-——-———--—-—___LRf*_f’””idfO_”m_ceﬂ’______________C%ﬂi>

» System Details

» Workflow Timeline
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Project Status Update Accepted

W/ Vault Clinical sex Externally Sporisored... v | Search Extemally Sponsored Research Py

Home ESR Info v

[ Extemally Sponsored Research > ESR-24-22427

Status of the PSU record goes back to In Review. ESR Project Status Update: ESR-24-22427-Psu-100c2024| | Rleview
If the Verdict is Review and Resubmit, repeat ¥

Miestone Update (1)

t h e Ste p S 2 8 - 3 5 . Subject Enroliment Update Externally Sponsored Research ESR.24.22427

SAE/AE Information Update

~ Update Information

Status Update Date 10 Oct 2024

Publication Plans Update

Yes
Regulatory Update Are there Milestone Updates?

System Details Are there Subject Enroliment Yes

Workllow Timeline Updates?

Is there any SAE/AE information Yes
Update?

Are you planning any study Yes
publications?

If the Verdict is Accept, PSU status changes to e o ety Usde? Yo
Accepted. Some of the updates will automatically
replace the information that was previously provided c
in the respective sections of the Study.

» Milestone Update

»_Subiect Enroliment Undate

W/ Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research o)

Home  ESRInfo v
[ Exterally Sponsored Research > ESR-24-22427

ESR Project Status Update: ESR-24-22427-PSU-100ct2024 Accepted

Update Information ~ Update Information

Miestone Update (1)

If there were updates to Milestones, they will be
copied over to the Milestones section. N

Publication Plans Update

Externally Sponsored Research ESR.24.22427

e
Regulatory Update Are there Milestone Updates? Yes

System Details Are there Subject Enroliment Yes

If there were updates to Enroliment metrics, they will
be copied over to the Study Information section. REE A e

Update?

Updates?

Are you planning any study Yes
publications?

If there were updates to Regulatory dates, they will be
copied over to the Regulatory Identifiers section.

Are there Regulatory Updates? Yes

» Milestone Update

»_Subiect Enroliment Undate

10f 1 records in this list

»

VCVPreTest~ L1

10f 1 records i this list

»
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VCV Walkthrough - How to create an Amendment

An Amendment can be created for an ESR Study at any time once

the Study Protocol has been quality checked and reviewed by AZ
team with an Approved verdict.

Open the Amendments section and click +Create

A pop-up box appears: Create ESR Amendment.

Complete the mandatory fields and click on Save
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~ | Search Externally Sponsored Research

W/ Vault Clinical sBx Externally Sponsored

o vevpeTest M0 a

Externally Sponsored Research: ESR-24-22381 | Protocol Approved +

~ Amendments

Proposal

sy omaton
_—— e = D) + Create

Budget/ Support Information

No items found

» Primary Investigator & Site Information

» Site Personnel

» Sites

» Communication Log
» Related Documents
» Submission Checkiist

» Workflow Timeline
«

Extamallv Shansa. = | Search Extamally Snonsarad Research
Create ESR Amendment
HH
ae [
1 | - Amendments @
o Exe

* B} Amendment Number
Project
Classify Amendment Date =]

ol Today

Amencment Type* | v |

Reguia Amendment Decision e
Publica Date
l Desaription of Ghange*
Review P o

Pﬂm

F'Flml‘

Shepe ~ System Details

Sites (1
Externally Sponsored Fop_24.77361

Gommi Researsh

Relateg
Submis

o
x
|
Amendment Amount e -
Amendment Amount |

Requested Currency Polish Zloty (PLN)

(uso) I

Exchange Rate 4.£00000

|

v Save
Cancel Save = Creale

Lifecycle State




VCV Walkthrough - How to create an Amendment

V/Vault Clinical sex Externally Sponsored .. v | Search Exter ponsored Research ) VCV Pre-Test £

Home + Create | ~ |

0 Externally Sponsored Researcn

sof6recodsintislist ¢ >

Externally &

D~ &
s | ¥ AMENdments y
The Amendment Number shows in the Amendments section. — S

—-—— - = =TT ESR-24-22381-Amendme. .
Amendments (1 » Primary Investigator & Site Information
Sites (0) » Sites

Communication Log (0)

Related Documents (0) » Communication Log

‘Submission Checkist

—— o Related Documents

Click on the Amendment Number

Worklow Timeline

‘Submission Checkist

Workflow Timeline

V/Vault Clinical sex Extemally Sponsored... v = Search Extemally Sponsored Research S vevPreTest - M

=0

[ Externally Sponsored Research > ESR-24-22348 > ESR-24-22348-Amendment-00.

o q ESRA d t: ESR-24-22348-A d t-000001 o
The Amendment shows as Submitted and is sent to AZ fo - i Submitted ¢

] Amendments v Amendments.
review.

Related Documents (0)

System Details Amendment Number ESR-24-22348-Amendment 000001 Amendment Amount
Workfiow Timeline Amendment Type Revised Protocol Amendment Amount (USD)
Amendment Date 09 Jul 2024 Requested Currency US Dollar (USD)
Amendment Decision Date 09 Jul 2024 Exchange Rate 1000000

Description of Change Description of Change

v Related Documents

+ Add

No items found



VCV Walkthrough - How to create an Amendment

Uploading the Amendment document

W/ Vault Clinical sex Externally Sponso... = Search Externally Sponsored Research
Home  Study Info = Planning = Library  Archive  Study Management =~  oTMF Site Monitoring = ¥ =8
[ Extemnally 5 Research > ESR-24-22364 1 of 1 recards In this list
ESR Amendment: ESR-24-22364-Amendment-000001  submitied f -
Amendments ~ Related Documents.

Open the Related Documents sub-section under the g + Add
Amendment record and click +Add

Sharing Settings

Na items found

» System Details

For more details,

* Workflow Timeline

see Appendix — How to upload a document.

\/Vault Clinical ssx Externally Sponso... v | Search Externally Sponsared Research a
HH

Home  Studylnfo + s Planning =  Library  Archive  Study Management »  eTMF v Site Monitoring v ¥ -

Please ensure that the updated documents are uploaded o Sty Sponsra Reseah > ESR 2223
Under the appropriate Subtype - PrOtOCOI amendment. ESR Amendment: ESR-24-22364-Amendment-000001 | sumited P

64 > ESR-24-22364-Amendment-00

|3

Amendments » Amendments
Related Documents (1)
= Related Documents
System Detalls
WWorkriow Timeline: + Add Q  ShowinTab 1ttt

Name ~ Document Number Type Subtype Classification

Sharing Settings
Extemally Sponsorec Research Docu  Protocol Amendment

Protocol Amendment -

Uploaded document appears in the Related Documents

» System Details

sub-section after clicking on the Amendment Number.

» Workflow Timeline
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Additional Information Requested for Amendment

W/ Vault Clinical ssx Extemally Sponso... * | Search Externally Sponsored Research

Home  Studylnfov E - Planning v  Library  Archive  StudyManagement =  eTMF ~  Site Monltoring » ¥ [ + create | - |

[ Externally Sponsored Researsh » ESR-2:

If the Verdict of the Amendment Review is Additional Information S reninenl S T e i N
Requested, Additional Info Requested for Amendment with Due Date T e e e e e e e e e e e
and Instructions appears |n the taSkbar. Instructions Additional \r‘furmalmnwfleques\edfurzmemmer\tESRZLZ?EEAAﬂendmenLDHGﬂD1 Please s below. Additional instruct ight be sent through Gommunication Log |

1011 records in this list

ept

‘ aments I~ Amendments
Related Documents (1) 1
System Detals Amendment Numbar ESR-24-22364-Amendment 000001 Amendment Amount
I
kL | Amendment Type Revised Protocal Amendment Amount (USD)
Sharing Sefiings 1 Amendment Date 26 Jun 2024 Requested Currency Pollsh Zloty (PLN)
I Amendment Decision Date 26 Jun 2024 Exchange Rate 4.400000
1 Description of Ghangs test
S U |
. . e . » Related Documents
Click Accept, provide Additional Information and upload £ y
the updated document if required
\/Vault Clinical ssx Externally Sponsor... v  Search Externally Sponsored Research o Y ‘ ;
Home  StudyInfo + Planning v Library  Archive  Study Management v eTMF v  Site Monitoring v ¥ [ + create | - |

Externally Sponsored Research > ESR. 1 of 1 records in this list
y Sp¢

ESR Amendment: ESR-24-22377-Amendment-000001 ' submitied

Complete
© Additional Info Requested for Amendiment U5 Aug 2024 Siow €55

Instructions Additional Information was requested for amendment ESR-24-22377-Amendment-000001. Please see comments below. Additional instructions might be sent through Communication L' UNdO acceptance

Click complete |»«H\8HLH\CH(5 ~ Amendments

Related Documents (1)

System Detalls Amendment Number ESR-24-22377-Amendment.000001 Amendrment Amount

Workflow Timeline Amendment Type Revised Protocol Amendment Amount (USD)

Sharing Settings Amendment Date 07 Jul 2024 Requested Currency US Dollar (USD)
Amendment Decision Date 07 Jul 2024 Exchange Rate 1.000000

Description of Change test change

Please note: The task is visible only after opening a
specific Amendment Record. » Rolted Dosument

» System Details v



VCV Walkthrough - How to create an Amendment

Additional Information Requested for Amendment

Extamally Sponsored ... = | Search Extemally Sponsored Research VCV Pre-Prod -

W/ Vault Clinical sex o

Home ESR Info = Library  Glebal Directory = Reports =

1 of 1 records in this list

A pop-up box appears:
Additional Info Requested for Amendment.

[ Externally Sponsored Research > ESR-23-00018
" ESR Amendment: ESR-23-00019-Amendment-000001 * Submitsd g

& Additional Infa for 19 Apr 2023 Show lass
ESR-23-0007 00001 for study ESR-23-00019 has been reviewed with a verdict of additional information requested, Please, review and complete the changes needed before completing the task undo acceptance

| Amendments.
~Amendments
System Details
Workflow Timeline i x
Amendment ol Additional Info Requested for Amendment Bescription of Ghange plon of Change
o Shal Seltings. | . —
CIle complete __________ '1"9_ e R — - L] ESR-23-000 1 for study ESR-23-00018 has
| been raviewsd wih a verdict of additional Information requested. Please,
| Amendment n| review and compiste the changes neeced befors completing the task
Amendment Decision D “Roquired fo proceed cel
oo oo = ) - =5 Com plete
Amendment Documant 1 ]
Amendment Document 2
Amendment Document 3
» System Details

After you have completed the Additional Info Requested
task, responsibility for next steps lies with AstraZeneca.
AstraZeneca may either accept the information provided
or request additional information.

The system will notify you via email regardless of the
decision.

+ Workflow Timeline
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\/ Vault Clinical sBx Externally Sponsored ...~ Search Extemnally Sponsored Research o VevPreTest- M
Home

=

2of3reconsintisist < >
ESR Amendment: ESR-24-22376-Amendment-000002 Approved Vi
~ Amendments

Reated Documen's (0)

) Extemaly Sponsored Research > ESR 24-

Amendments

System Detalls EsR24

Amendment Amount
Workfiow Timeline

Amendment Type Revised Protocol Amendment Amount (USD)

Amendment Date 08 Jul 2024 Requested Currency US Dolar (USD)
Amendment Decision Date 08 Jul 2024

Amendment ShOWS » Related Documents
as Approved in the Amendment record.

» System Details

If the Verdict of the Amendment Review is Approved, the

Exchange Rate 1000000

» Workflow Timeline

W/ Vault Clinical sBx Externally Sponsored .. v Search Externally Sponsored Research

Home

[ Extemaly Sponsored Research > ESR-24-22376

3of 3records inthis list <
ESR Amendment: ESR-24-22376-Amendment-00000,  Declined P

Amenaments

If the Verdict of the Amendment Review is Declined, the e

AmencmentNumer ESR 242375 Aenint 000001 AmencmentAmunt
Amendment shows

Amendment Type Revised Protocol

as Declined in the Amendment reco

Requested Currency US Dolar (USD)

Amendment Decision Date 08 Jul 2024 Exchange Rate 1000000
Description of Change test

» Related Documents

» System Details

» Workfow Timeline
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https://azcollaboration.sharepoint.com/sites/EvidenceEnablement-IT-PlatformCommunications/Shared%20Documents/Platform%20Communications/ESRs/Training%20materials/External/External%20films/Final%20Films/VCV_for_ESR_External_video_06_How%20to%20provide%20final%20deliverables%20(1080p).mp4?csf=1&web=1&e=STNqN2

VCV Walkthrough - How to provide Final Deliverables
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When a lifecycle of the study is Closing, a task appears in the

taskbar for the Investigator: Final Deliverables Requested
with Due Date and Instructions.

Click Accept

To upload a document, see Appendix — How to upload a
document

Follow the instructions shared by AstraZeneca
and provide the requested information. Click Complete

It Clinical sBx

Externally Sponsored... v Search Exterally Sponsored Research

[o)

Home  Study Info + Planning v Library  Archive  Study Management ~  eTMF +

[ Extemally Sponsored Research > Externally Sponsored Research

Externally Sponsored Research: ESR-24-22348 Closing

© Final Deliverables Requested 08 Aug 2024 Show less

Instructions Study ESR-24-22348 is now ready for submiting Jna\ deliverables. Please see the comments below.

Acquired Studies

StoMontorng = ¥ =8

1 of 1 records in this list

R e [l ACcept

| Acknowledgement A v Acknowledgement

General Information
Proposal Synopsis

Study Information

Budget / Support Information
Payments (0)

Milestones (5)

Project Status Updates (1)
Classification

Performance Assessments (1)

|
|
|
conmecs |
|
|
J

Regulatgry depifiers
e e e o - — o —

Publications (1)

Amendments (1)

W/ Vault Clinical ssx

] Acknowledgement  AstraZenecss wilngness (o provide support i accordance

with this Agreement s based upon its review and
acceptance of the Protocol as well the Sponsor and
Principal Investigator having provided evidence satisfactory
to AstraZeneca that adequate expertise and facilties will be
available for the conduct and completion of the Externally
Sponsored Research

[Sponsor and Principal Investigator represents and warrants
o AstraZeneca thaf] Principal Investigator and Study Site
Staff are properly registered with appropriate registration
bodies and are sufiiciently qualified by training and
experience for conduct 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 AstraZeneca and does not

Externally Sponsored... v Search Extemally Sponsored Research

Home  Study Info + Planning v Library  Archive  Study Management v eTMF v

0 Extemally

nsored Research > Externally Sponsored Research

Externally Sponsored Research: ESR-24-22348 ' Closing

© Final Deliverables Requested 08 Aug 2024 Show less

Instructions Study ESR-24-22348 is now ready for submitting final deliverables, Please see the comments below.

Collection Notice"

Terms and Conditions*

Instructions

Acquired Studies  Site Monil

Click for more information

k for more information

To save an initated proposal, please fll in all the mandatory
fields (marked with an *) under the General Information
section
To submit your proposal, please fll n all the mandatory
fields (marked with an *) in all the remaining sections and
sel

Show more

1 agree with the statements above

g v o)

1 of 1 records in this list

Complete

| Acknowiecgement 4+ Acknowledgement

General Information
Proposal Synopsis

Study Information

Budget / Support Information
Paymens (0)

Milestones (5)

Contracts

Project Status Updates (1)
Classification

Performance Assessments (1)
Regulatory Identifiers
Publications (1)

Amendments (1)

Acknowledgement AstraZeneca's willngness 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 provided evidence satisfactory
o AstraZeneca that adequate expertise and facilties will be
available for the conduct and completion of the Externally
Sponsored Research
[Sponsor and Principal Investigator represents and warrants
fo AstraZeneca that] Principal Investigator and Study Site
Staf are properly registered with appropriate registration
bodies and are sufficiently qualied by training and
experience for conduct of the Externally Sponsored
Research.

1 have read and agree to the contents of the Collection
Notice and the Terms and Conditions*

| understand that comoleting this form exresses my

Collection Notice*

Terms and Conditions”

Instructions

undo acceptance

Click for more information
Click for more information

To save an initiated proposal, please il in all the mandatory
fields (marked with an *) under the General Information
section,

To submit your proposal, please fllin all the mandatory
fields (marked with an *) i all the remaining sections and
sel.

Show more

| agree with the statements above
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ult Clinical sBx Externally Sponsore lly Sponsored Research
Home ESR Info = Library Global Directory ~ Reports ~
[ Extemally Sponsored Research 46 of 217 records in this list < >
7+ Externally Sponsored Research: ESR-23-00019 “E? ) & -

A pop-up box appears: Final Deliverables Requested.

€ Closure checkilst 27 May 2023 Show less

Instructions Make sure:

© Final Deliverables Requested 21 Jun 2023 Show less Complete
Instructions Study ESR-23-00019 is now ready for submitting final deliverables. Please see the comments below.

undo accepiance
| Acknowledgement - - |
~ Acknowledgement Final Deliverables Requested X \
General Information
Proposal Synopsis Study ESR-23-00019 is now ready for submitting final deliverables. Please
Acknowledgem based upon its review and acceptance of the Protocol as well the Sponsor and Principal
Study Information see the comments below.

2s will be available for the coenduct and completion of the Externally
Investigational Products (1)

e el COMplete

Budget / Support Information

Click Complete

Payments (0)

[Spansar and Principal i and warrants to that] Principal igator and Study Site Staff are properly registered with appropriate:
Milestones (5) registration bodies and are sufficiently qualified by training and experience for conduct of the Externally Sponsored Research.
Contracts
Project Status Updates (1)
Classification I have read and agree to the contents of the Collection Netice and the Terms and Conditions*.

Performance Assessments (0)
Regulatory Identifiers.

Publications (1) I understand that complating this form expresses my intarest in working with AstraZeneca and does not guarantee support for this Externally Sponsored Research®.

Amendments (1)

Raviaw | nn (R A
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Final Deliverables: Additional Information Requested

\/Vault Clinical sex

Task for "Externally Sponsored Research: ESR-24-22348" retured to queue

Extemally S|

Home  Study Info v Planning v Library  Archive  Study Management v eTMF v  Acquired Studies  Site Monitoring v ¥

1 of 1 records in this list

Closing /2

3 Extemnally Sponsor

d Research > Externally Sponsored Research

Externally Sponsored Research: ESR-24-22348

The Local Coordinator will receive the Final Deliverables.

© Add Info Requested/Final Deliverables 08 Aug 2024 Show less

Instructions Final Deliverables for study ESR-24-22348 Tiave Useh sélil back 101 reView! Plgase se& Comnelis

Accept

| Acknowledgement 4 v Acknowledgement

General Information

If a Verdict of the review is Additional Information Requested, a
task appears in the taskbar for the Investigator: Add Info
Requested/Final Deliverables with Due Date and Instructions

Proposal Synopsis Acknowledgement AstiaZeneca's wilingness to provide supportin accordance Collection Notice®  Ciick for more information

with this Agreement is based upon its review and

Study Information

acceptance of the Protocol as well the Sponsor and Terms and Conditions* Click for more information

Budget / Support Information Principal Investigator having provided evidence satisfactory

Instructions To save an iniiated proposal, piease fil in al the mandatory
fields (marked with an *) under the General Information
section.

Payments () to AstraZeneca that adequate expertise and facilies will be

available for the conduct and completion of the Externally
Miestones (5)

Sponsored Research

To submit your proposal, please fl in ll the mandatory
fields (marked with an ) in all the remaining sections and
o AstraZeneca that] Principal Investigator and Study Site sel.

Contracts [Sponsor and Principal Investigator represents and warrants

Project Status Updates (1)

Classiication Staff are properly registered with appropriate registration Show more
bodies and are sufficiently qualified by training and
Performance Assessments (1) experience for conduct of the Externally Sponsored 1 agree with the statements above.

Regulatory Identifiers Research

Publications (1) I have read and agree to the contents of the Collection
Notice and the Terms and Conditions”

Amendments (1)

« I understand that completing this form expresses my.

interest in working with AstraZeneca and does not

Click Accept

Task for "Externally Sponsored Research: ESR-24-22348" accepted

Externally Spons ) o)

Home

Study Info v Planning v Library  Archive  Study Management v eTMF « Acquired Studies  Site Monitoring v ¥

1 0f 1 records in this list

Closing /2

temally Sponsored Research > Externally Sponsored Research

Externally Sponsored Research: ESR-24-22348

© Addinfo Requested/Final Deliverables 08 Aug 2024 Sfiow less

General Information
Proposal Synopsis

Study Information

Budget / Support Information

Payments (0)

Follow the instructions shared by AstraZeneca
and provide the requested information. Click Complete

Milestones (5)
—————

Contracts

Project Status Updates (1)

Classification

Performance Assessments (1)
Regulatory Identifiers.
Publications (1)

Amendments (1)

64

Acknowledgement AstiaZeneca’s wilingness 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 provided evidence satisfactory
o AstiaZeneca that adequate expertise and faciliies wil be
available for the conduct and completion of the Externally
Sponsored Research
[Sponsor and Principal Investigator represents and warrants
o AstraZeneca that] Principal Investigator and Study Site
Staff are properly registered with appropriate registration
bodies and are suficiently qualified by training and
experience for conduct of the Externally Sponsored
Research.

1 have read and agree to the contents of the Collection
Nolice and the Terms and Conditions*
Lunderstand tha complefina this form expresses my.

Collection Notice*

Terms and Conditions*

Instructions

Instructions Final Deliverables for S(MGVERVZA—ZZMS have been sent back for review. Please see comments. > CompIEte
—— e o mm m sdSictions Eine Delvergbles gl 4522043 have been sentback for[evow PIEgec SCEOMME: oy o o o o e - — =
| Actaowedgement ~ v Acknowledgement undo acceptance

Click for more information

ick for more information

o save an initiated proposal, please fil in all the mandatory
fields (marked with an *) under the General Information
section.
To submit your proposal, please fll in all the mandatory
fields (marked with an *)in all the remaining sections and
sel

Show more

1 agree with the statements above.
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Final Deliverables: Additional Information Requested

Vault Clinical sBx Externally Sponsored... v Search Externally Sponsored Research
A pop-up window appears: Add Info Requested/Final
. HH Home  Study Info » ESR Info » Planning » Library  Archive  Study Management v eTMF » Acquired Studies  Site Monitoring v v
Deliverables.
3 Externally Sponsored Research » Externally Sponsored Research 1 of 1 records in this list
v Externally Sponsored Research: ESR-24-22348  Clesing &

o Add Info Requested/Final Deliverables 08 Aug 2024 Show less

Instructions Final Deliverables for study ESR-24-22348 have been sent back for review. Please see comments.

a
Acknowled: it -
| bl ~ Acknowledgement 544 |nfo Requested/Final Deliverables X
General Information
CI i C k co m p I ete Proposal Synopsis ACKIE Final Deliverables for study ESR-24-22348 have been sent back for review. Please see | i AR
comments.
Stidylniormatin fonditions*  Click for more information
Budget / Support Information
Paymente ) *Required fo proceed Cancgl an initiated proposal, please fil in all the mandatory
S Com plete arked with an *) under the General Information
Milestones (5)
Sponsored Research |
Contract Io submit your proposal, please fill in all the mandatory
onacs IHOE=GHAHC BN PHHEESTRIDEE PIEsets end Weians fields (marked with an *) in all the remaining sections and
Project Status Updates (1) to AstraZeneca that] Principal Investigator and Study Site sel.
Classification Staff are properly registered with appropriate registration Show more
bodies and are sufficiently qualified by training and
Performance Assessments (1) Belieiiee for ConduC A e E Koty Solisord /| | agree with the statements above.
Regulatory Identifiers Research
Publications (1) I have read and agree to the contents of the Collection
et Notice and the Terms and Conditions*.
mendments
m « | understand that completing this form expresses my
v

interest in working with AstraZeneca and does not
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W/ Vault Clinical sex

Extemally Sponso... *  Search Externally Sponsored Research

1 of 16 records in this list £ >

Home Study Info + ESR Planning + Library Archive Study Management eTMF « Site Monitoring + ¥

[ Externally Sponsored Research

Externally Sponsored Research: ESR-24-22364

Whenever the study is ready to be closed, the Local Coordinator
selects Close study from the workflow icon dropdown menu and
the lifecycle state of the study changes to Closed.

Investigators will be notified of the study's closure.
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Acknowledgement
General Information

Proposal Synopsis

Study Information
Investigational Products (1)
Product Shipments (0)

Budget / Support Information
Payments (1)

Milestones (7)

Contracts

Project Status Updates (1)
Classification

Performance Assessments (1)

Reanlatnn Identifiare

= Acknowledgement

Acknowledgement

Closed Ly~ | F -

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

[Sponsor and Principal Investigator represents and
warrants to AstraZeneca that] Principal Investigator
and Study Site Staff are properly registered with
appropriate registration bodies and are sufficiently
qualified by training and experience for conduct of
the Externally Sponsored Research.

I have read and agree to the contents of the

Collection Notice and the Terms and Conditions®.

Collection Notice*

Terms and Conditions*

Instructions

Click for more information

Click for more information

To save an initiated proposal, please fill in all the
mandatory fields (marked with an *) under the
General Information section
To submit your proposal, please fill in all the:
mandatory figlds (marked with an *) in all the
remaining sections and sel..

Show more

| agree with the statements above.
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VCV Walkthrough - How to upload a document

Related Documents

W/ Vault Clinical sBx Externally Sponsored .. v Search Externally Sponsored Research o vovpeTest- M0
3

Home.

3 Extemally S

Externally Sponsored Research: ESR-24-22385 | Proposa Not Submitied

To upload a document for an ESR study, go to ; - — 3| + Add
the Related Documents section and click +Add '
A pop-up box appears:
Search: Documents.

The box shows a list of documents the user previously Vault Circal <5 e s e e S

A . . Home  ESRInfo ~ Search: Documents x
uploaded to VCV, along with those from studies the user is T — EE— 5 P

assigned to. From this view, multiple documents can be R L - B-|e -

attached to one study. el [

Proposal Synopsis
Study Information

i
[
>

Sored Research Documents > Budge!

Investigational Products (1) - ESR-24:22375 (v2.0) Approved

Pubicaions (0)
nsored Research Documents > Budget
Primary Investigator & Ste Informaton
@5 Pl CV-ESR-24-22348 (v0.1) Dratt
Sie Persomne (0)
Sies 0) temaly Sponsared Research Documents > CV -

Related Documents (0) > swm-ssumcnecku? 15 Pl CV-ESR-24-22374 (v0.1) S

‘Submission Checkist

Workfiow Timelne. [} LA I Extemaly Sponsored Research Documents > CV

Click Create to upload a new document

Close
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VCV Walkthrough - How to upload a document

Related Documents

\/Vault Clinical sBx Externally Sponsored v Search Externally Sponsored Research

o
If Create is selected, a new window el
appears: i
H or select files to upload:

Upload Files (Step 1). -

Document Type =

Follow instructions to upload files. s s i
Click on the Document Type field and select the proper O — I ‘ ‘
Type and Subtype from the drop-down menu I — |

Extemally Sponsored Research Documents > Closure documentation
Extemally Sponsored Research Documents > Informed Consent

Extemally Sponsored Research Documents » Iital Protocol

Please note: A document cannot be created in VCV without V/Valt Clnical sox

Externally Sponsored ..~ | Search Externally Sponsored Research

uploading a file and selecting Document Type.

vovpeTest- M (@

®

Upload Files (Step 1)

The ‘Next’ button will become active only after the document

is uploaded and its type is selected.

or select fles to upload:

1 classified document(s) to be uploaded
8 BUDGET DOCUMENT 27.07.docx

4 Joaded i o deo fes over 1 ot b rendered Lear
Choose document type and field values
Document Type
Extemaly Sponsored Research Documents» Budget )

Click Next
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VCV Walkthrough - How to upload a document

Related Documents

/Vault Clinical sgx Externally Sponsored ~ | Search Externally Sponsored Research ) vovPeTest- M0

«BacktoStep 1

Upload Files (Step 2)

Upload Files (Step 2). —

~ General”

A new window appears:

Name*  (This document vil be
automatically named)

Description”

Q ’
R —
;

ch Documents

ument
Subtype Protocol Amendment

BUDGET DOCUMENT.docx Version 0.1

If the document is uploaded properly, “Your file has been S— .

Milestones

SUCCESSfUIly uploaded" information shows u p. Your file has been successfully uploaded ey sage

Externally Sponsored ESR.24.22385
Research®

If uploaded file already exists in the system, “There were

EsRLog |,

duplicates found” will appear. I

ESR Amendments ®

A » Additional Information

» Product Information

budget (2).docx W/ Vault Clinical ssx Externally Sponsored ... v Search Externally Sponsored Research o
=0
There were 5 duplicates found «Backiosiep

Upload Files (Step 2) -
+/ Save

~ General*

Please enter an appropriate description, including the
document’s name and date, if applicable.

— o e e e e e e e e e e S
I Name®  (This document wil be
9

auoaical tane
1 Q Description*
_— M e - ———

BUDGET DOCUMENT docx

Version 0.1
Department
Your file has been successfully uploaded Milestones
Lifecycle Stage

Externally Sponsored ESR-24-22385
Research®

Tags
ESRLog | p,

C I i k S ESR CommunicationLog _ 1.
ick Save

» Additional Information

» Product Information

» TMF Bot
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VCV Walkthrough - How to upload a document

Related Documents

e Related

Added document appears in

Documents section.

Click the document Name to open the window with
detailed record view, where further actions can be taken

From the record view all information related to a specific
document is displayed in the right-hand panel.

Clicking 3 dots icon top right will display a

list of actions that can be performed for
the document record.

V/Vault Clinical sBx

Home

3 Excemally Spensored Research > ESR-2

Externally Sponsored Research: ESR-24-22374  Propossl ot Sucmited

Admonedgemen ~ Related Documents

General Informaton

+ Add Q  showinTab
Procsal Synopsis
Study nfematin Name ~ Subtype Description
Irvesigetonal Producs (2) Pl CV-ESR-24-22374 cv Pl CV

Bucge: / SupportInformation -
- == == o Gudget - ESR-24-22374
Putications (1)
Primary Ivesigetcr & Sie Inommetion .
+ Sudmission Checklist

Site Zersomel (1)
Stes (1) » Worflow Tmeline
‘ Related Documents (2)

‘Sukmission Checkis!

Worklon Timelinz

Budget document for 27.07 2024

Status

Draft

Approved

V/Vault Clinical sax Externally Sponsored .. v Search Exterally §

Home  ESRInfo v

0 Extemaly Sponsored Research > ESR-24-22374
Dt

& Budget - ESR-24-22374 (v0.1)

BOoeaq 1 o1
v @- b~

BUDGET DOCUMENT 27.07.2024

9 ¢Gv- + X T D~

]

VGV Pre-Test ~

- ¢
A
Created Date Document Number
02 Jul 2024 2:10 PM CEST ESR-0079
27 Jul 2024 8:37 PM CEST ESR-0097

®

2013 documents intis st <

D WEZDB-
INFORMATION
MANAGE
¥ Add to Cart
&, Download Notes
EDIT

~ General

Name Eudget - ESR24:2237
Filing Level
Descrption Bucget documenttor 3+ Create Dret
Type Extemaly Sponsorea| [0 Make a Copy
Subtype Budget DOWNLOAD
Document Number ESR0107 B sourceFile
Created By ESRExtemal UAT on 1 Viewable Rendition
Last Modified By System on 11 Aug 202| VIEW
Version 0.1 fo Where Used
Litecycle ESR DocumentLitecy( () Version History
status Drat
Department
Wilestones
Lifscycle Stage
Extemally Sponsored Research® ESR.26.22374
Tgs
ESR Communication Log
ESR Payment

ESR Amendments
» File Info
» Adgitional Information

» Product Information

>



VCV Walkthrough - How to upload a document

Document Soft Delete

\/ Vault Clinical sBx Externally Sponsored ... v | Search Externally Sponsored Research

20f2 documents inthis st <

0 Extemally Sponsored Research > ESR24-22374 > ESR24-22374

& Budget - ESR-24-22374 (v0.1) (brat ~ m W@ v
-

@noa 1 Jort 8 o 4
v B by - START

To delete a document, click on the Workflow icon and T
select Soft Delete from the drop-down menu

subtype Budget
Document Number ESR0097

BUDGET DOCUMENT 27.07.2024

Greated By ESREXtemal UAT on 27 Jul 2024 8:37 PM
cesT
Last Modified By ESRExteral UAT on 27 Jul 2024 837 PM
cesT
Version 0.1
Lifecycle ESR Document Litecycle
status Drant

Department

Please note: External users can ONLY delete their own

Lifecycle Stage

drafts. ey

Tags

ESR Communication Log
ESR Payment

0 Comments ESR Amendrments.

Vault Clini Externally Sponsored ... v | Search Externally Sponsored Research

Home  ESRInfo +

+ Create

[ Extemally Sponsored Research > ESR24.22374 > ESR 2422874 202 documents intisist < >

D- W@ B- -

A pop_up box appears: @ Budget - ESR-24-22374 (v0.1) (Deft ~
Start Workflow. @:a oo " () - Wo-- v xeo- o ‘0

v 0o be 0 A v ~GCeneral
Name Budget - ESR-24-22374
. Start Workflow X Filing Level 8

Description Budget document or 27.07.2024

Type. Exemaly Sponsored Research Documents
Subtype Bucget

) Document Number ESR.0057

Deletion Authorized by ey ESREena VAT n 270202453770

Are you sure you want to soft delete this Document?
BUDGET DOCUMENT 27.07.2024

Last Modified By ESRExtermal UAT on 27 Jul 2024 8:37 P

Reason for Deletion™ Version 0.1

<] Lifecycle ESR Documen Lifecycle
sots Drat

Complete the mandatory fields and click Start e e o

1 “Required o proceed Canct Milestones
R N T e ™Y Start Lifeyele Sage

Extemally Sponsored ESR24-22374
Research*

Tags.
ESR Communication Log
ESR Payment

0/Comments ESR Amendments

72



73

VCV Walkthrough - How to upload a document

Document Soft Delete

W/ Vault Clinical sax Externaly Sponsored

Home  ESRInfo v

0 Extemaly Sponsored Research > ESR-24-22374

The document’s record shows as

€5 Budget - ESR-24-22374 (v0.1)
Deleted. :

BUDGET DOCUMENT 27.07.2024

After performing Soft Delete, the document remains under
the Related Documents section. It is not removed from VCV
and can be restored to its previous status.

Click on the Workflow icon and select Restore Deletion

Vault Clinical ssx

@m e

203 documents ninisist < >

ve- o

Deleted |-« = - D~

START WORKFLOW
Restore Deletion

Type Extemal

Subtype Budget
Document Number ESR-0107

JAT on 11 Aug 2024 9:21 PMI CEST
4 2024 1008 PM CEST

» File Info

» Additional Information

Home  ESRIno v

[ Extemaly Sponsored Research > ESR24:22374

+ &) Budget - ESR-24-22374 (v0.1) ' Deleted

203 documents nthsist < >

Dy WR- -
@00 a ot & G6v- 4+ K8t D INFORMATION ®

(] Nome e E5R 2422374 L

Filng Level
A pop-up box appears: arorkiiow x [ — 8
. | Type Extemally Sponsorec d Research Documents
Subtype Budget
Sta rt Workflow‘ EEDSEIDOCUMENT 2 You are about to restore this document

Restore Reason™

*Required to proceed
Provide the Restore Reason and click Start to undo the
document deletion and revert to its previous status

s
Cancel Lige

R, Start =
s

Jcument Number ESR-0107
Created By ESRExtemal UAT on 11 Aug 2024 921 PM CEST
Last Modified By System on 11 Aug 2024 1008 PM CEST
Version 0.1
Lifecycle ESR Document Lfecyce:
Status. Deleted
Department

og

ESR Amendments.

» File Info

» Additional Information



Any questions? VCV ftor ESR

If you have any questions about VCV or your ESR,

please contact the AstraZeneca Local Coordinator EXtefﬂallY Sponsored ResearCh
for your study.

Return to Contents




Version History — How to create and manage an ESR study in VCV

Version Description of change
0.1 13.06.2024 How to create and manage an ESR study in VCV Paulina Kabaj
0.2 03.07.2024 How to create and manage an ESR study in VCV Paulina Kabaj
0.3 05.07.2024 How to create and manage an ESR study in VCV Paulina Kabaj
. Paulina Kabaj
0.4 12.08.2024 How to create and manage an ESR study in VCV .
Maja Zuk
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