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

o Click Accept

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

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

Gold 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.

Tips and reminders



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 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 Proposal 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.
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Overview — How to create and submit an ESR study proposal

Log in to VCV

Open the Publications section.
Complete the mandatory fields:

In the Homepage click ESR Info top left
and select Externally Sponsored
Research from the drop-down menu.

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

Publication Category

Note.: A.t Iegst one planned 1 « Publication Type
publlcatlon IS mandatory. 1 « Publication Date Note: Once the information is added + Primary Investigator (External)
AN « Journal/Congress —a pop-up Search box will show

it automatically shows up in the Site
Personnel and Sites sections. Further

1
1
1
1
1
personnel and sites can be added to N
those sections. I@
1

up but a new record must be
created if the name is not

Read AZ’s Terms and Conditions ncluded in the [ist
in the Acknowledgements

section and tick ‘l agree, etc.’

Primary Site (External)
— a pop-up box will show up.

Open the Budget/Support Information section

and complete the mandatory fields: ~1 v
« Study Type /:\ + Add
« Study Title .
. ) + Short Titl + Requested Currency N Open the Related Documents section.
Open the General Information section : Thgrfapéliic Area « Total Amount Requested A .
and complete the mandatory fields: . indicaton |- 1 To add mandatory PICV and Budggt, click +Add.
« Tumor Type 1 When the pop-up box shows up, click Create and follow
(Oncology studies) steps to upload and identify the documents required.
« Primary Product -
. « Type of Support 1
Note: For this and subsequent + Primary Country 1 Open the Investigational Products section and
sections, use the pencil icon top right * Number of Sites 1 complete the sub-section mandatory fields:
2 : « On Label 1 :
to open the fields and click Save - Have you contacted X
when you have completed them. ? 5 . X
! ’ . gﬂywi‘?ﬁ tsid N Primary product + Product _ The Submission Checklist enables you to make
Rstrzencon? o NS 1 is automaticall * Dosage Formulation i
straZeneca? N Yy « Dosage Strength sure you have included all the documents
/:\ created in the + No. of Subjects required. To check the boxes you must first
A Investigational * Quantity click the pencil icon.
| Products section.

When above fields have been completed and saved,
a unique study number is created, and the study
enters the ‘Proposal Not Submitted’ lifecycle state
and more sections show up to be filled in.

4 - - -

Open the Study Information section
and complete the mandatory fields:

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

1
1
+ Primary Objective AN « Design Characteristics . ) . . 1
+ Secondary Objectives % + Study Phase Note: If any mandatory information is missing, an |
: g”ma’é E”dEP%'”‘ . . : E"”%‘”Q . error message will list the missing items. 1
. econdaary cnapoin . anaomisation \l/
Open the Proposal Synopsis section * Inclusion Criteria : « Safety Listings requires? N
. . . il ?
and complete the mandatory fields: : 5?;'(‘:3‘;;?“9”8 ________ | : ﬁlfmr:ée@dig'g:fo“gzum”es'
« Rationale + Planned No. of Entered Treatment
Population o + Planned No. of Completed When the study is in the Proposal in review lifecycle
Sample Size Justification/Statistical state, you will be notified by AZ if additional

Treatment regimen
Project Start to Completion (in months)
Project Completion to FSR (in months)

information is required for the study.

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



VCV Walkthrough - How to create and submit an ESR study proposal

reate a study proposal T z e — .

s 3 * ‘Veeva Vault - Home - Al Tasks +

V/Valt Cirical sex vy G4 Do) < | Sewe e =0
S U oS —Libtarye m-—————————————————————————» +Create

1
1 All Tasks ~ save View As
I 4 DueDate 1-250f189 < 1 /8 >
I Debarment Check ESR Site Person > ESR-22-00029-Person-000002 07 Jul 2022
I ESR Local Coordinator User 1 Due: 17 Jul 2022 © Available
1 . VIEWS ° @ show more
1 © AllTasks 189 Is the study checklist final? Externally Sponsored Research > ESR-22-00056 15 Jul 2022
1 & MyTasks 1 @ Show more
.
1 & Avallable Tasks & Is the study checklist final? Externally Sponsored Research > ESR-22-00080 02 Sep 2022
1 O TS o Due: 08 Sep 2022 @ Avaale
e
I £1 Open Amendments
1 Milestones Setup Externally Sponsored Research > ESR-22-00103 03 Nov 2022
FILTERS 4 Due: 08 Nov 2022 2 Available
1 & Show more
| N
» TASKOWNER Milestones Setup Externally Sponsored Research > ESR-22-00120 09 Nov 2022
1 Nov2022 @ Avallable
1 » TASK DUE DATE @ show more
To create a new ESR study proposal, .
i e s S

go to the VCV Homepage and click +Create o

Milestones Setup Externally Sponsored Research > ESR-22-00140 18 Nov 2022
Due: 23 Nov 2022 @ Avalable
B Snou

e0e <|>| m- () @ sb-astrazeneca-vcv-preprod.veevavault.com ¢

I -G) verra - s

\/ Vault Clinical sax Externally Sponsored... +  Search Recent Ex! VCV Pre-Prod £

Home E5R o + =38

+ Extemally Sponsored
search

ally Sponsored Rest

~ VIEWS
Recent Externally Sponsored Research
B Al Exterally Sponsored Research + Document
(o Recent Externally Sponsored RECENT
(Ol + Extomaly Sponsores
et
o Extemaly SponsoredResearch | Lecyce Sty Cresea Prmary ermary
e 4o ks S Froneny oy @ Upoad
FILTERS & + Extemally Sponsored
> T esmza0ie Proocan (CODP 15)Rendomized 12060 222529 AMEST _ Olaprs lons R oy
Review phase Il study of AZD9291 [ONC]
e sevasnima o
AR RMARY PRODUCT patients with nonsquamous.
From the drop-down menu e
1] » PRIMARY COUNTRY mutations as first-line
ey

» THERAPEUTIC AREA

se I e Ct + E xte rna I Iy s p onsore d Re searc h —— ESR-23.00061 Terminated  ESR_demo_clnical 05 May 2023 6:05 AMEDT  Fandngo Atghanistan Cardovasua,

Metabolsm
[CVRM]
ESR23.00053 Teminated  clonical fund_sttest 18 Apr2023 149 AMEDT  ACPRO3 United States of America Autommune
@
E5R23.00064 Proposalln  ESR_OBS 10May 2023 1256AM  Bicalutamide Antgua and Barbuda Cardovascular,
Review €oT Renal
Melabolsm
[CVRM]
ESR23.00066 Decined Test 15May 2023 SIAMEDT  AGPRO3 Antarcta Cardovascular,
nal and
Melabolsm
[CVRM]
ESR22:00149 Closing Othertype-req test 28 Nov2022 245 AMEST  Fandngo Bolvia Autoimmune
update [
¢ ESR2300063 Proposalin  ESR_obsenvatonal 09 May 2023515 AMEDT  Tezepeluma American Samoa Cardovascular,
Review Renaland
Metabolsm
[CVRM



VCV Walkthrough - How to create and submit an ESR study proposal

Acknowledgement/General Information sections

Ensure you have read and understood the
information in the Acknowledgement section,
then click 'l agree with the statements above

Then click Save top right

For the General Information section, fill
in the mandatory fields and click Save

Further sections will be visible.
Some sections are dependent

on some of the fields,
e.g., Type of support.

Mandatory fields are yellow and/or marked with asterisks.

They show up in red if the user does not fill them before clicking Save.

Where a field is underlined with dots, clicking the dots
will bring up instructions for filling in the field.

“This feld is required.

Product Areas of Interest Ciick for more information

Support rom outside Astrazenecaz (OYes (o

“This field is required.

I Yes', please specity support

e0e® < > m~ © & sb-astrazeneca-vcy-preprod veevavault.com ¢ o & =
B ER R Veeva Vault - Externally Sponsored Research +
V/Vault Clinical ssx Extemally Sponsored... v  Search Externally Sponsored Research o Q vovpepod~ \/ £ @
Home ESRInfo~  Library  Global Directory v  Reports v n
03 Exterally Sponsorex d Researct h
Create Externally Sponsored Research Cancel | save + Creatt (MO ANTZ |1/
~ Acknowledgement
1o provide supportin Sponsor and
Principal Investig: satisfactory
Extemally Sponsored Research. [Sponsor and Principal Investgator ) Principal Invesi y
1 and expy of ponsored Research. |
agree o h d the Terms
and does y o contact
me by telephone, SMS, Fax or email®. By ticking tis box below, | confirm and agree to al 3 of the statements lsted above.
Collection Notice®  Ciick for
Terms and Conditions Cick or m
Instructions To save an niated proposal, piease fil i al the mandatory feds (marked wih an *) under the General Information section.
T proposal,please filin all an)inal d sel.
Show more
_____________________ > []1agree with the statements above.
e®e® (<[>|(m v © & sb-astrazeneca-vov-preprod.veevavault.com ¢ © b =
3 o« Veeva Vault - Externally Sponsored Research +
/ Vault Clinical sax Externally Sponsored... ~ ponsored R @ Q vovpepod - \/ & @
Home ESRio~ Lbray  GlobalDiectory Reports = =8
0 Extemally Sponsored Research
Create Externally Sponsored Research Cancel smicmu V Save
General Information ~General Information
stuy Type | - Study Status
‘This fieid s required. Amendment In Review No
“Ths field s required.
s feld is required.
®
et | | pcme | |
s feld is required. s field Isrequired.
Therspeut e | -] Number of Sites | 1
This field s required. onLaver OYes ONo
“Ths feld is required.
indication” | -]
s field is required. Have you contacted anyone in Azz* (O Yes (ONo
“Ths feld is required.
Primary Product” | |




VCV Walkthrough - How to create and submit an ESR study proposal

Proposal not submitted

& sb- d. com <

\/ Veeva Vault - Externally Sponsored Research

VVQU[t Clinical sBx Externally Sponsored... ~  Search Externally Sponsored Research VCV Pre-Prod ~

Home ESR Info » Library Glebal Directory v Reports »

[ Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Not Submitted He L
] Acknowledgement
~ Acknowledgement
General Information
Proposal Synopsis
to provide support in accordance with this Agreement is based upon its review and acceptance of the Protocol as well the Sponser and
Study Information ] y ) o )
. Principal Investigator having provided evidence satisfactory to AstraZeneca that adequate expertise and facilities will be available for the conduct and completion of the
P rO p OS a I S h OWS W | t h t U dy n U m b e r ES R'YY‘XXXXX Investigational Products (1) Externally Sponsored Research. [Sponsor and Principal Investigator and warrants to Ast that] Principal i and Study Site Staff are properly
. . Budget / Support Information registered with bodies and are y qualified by training and experience for conduct of the Externally Sponsored Research. | have read and
as Proposal Not Submitted, and further sections e S o th s f h Cotocion ot nd e Tomsa Condions 1 nrsand il cmleig i s it woring i e
. I I b . s b I d . I t ) and does not guarantee support for this Externally Sponsored Research”. | authorize AstraZeneca to use the contact information provided with this submission to contact
Wi e visiple an req uire com p etion. Primary Resource Management (0) me by telephone, SMS, Fax or email* . By ticking this box below, | confirm and agree to all 3 of the statements listed abiove.
Primary Investigator & Site
Information Caollection Notice™ Click for more information

Site Personnel (0)
Terms and Conditions* Click for more information

Sites (0)
Related Documents (0) Instructions To save an initiated proposal, please fill in all the mandatory fields (marked with an *) under the General Information section.
3 To submit your proposal, please fill in all the mandatory fields (marked with an *)in all the remaining sections and sel...
Submission Checklist h
0w more

Workflow Timeline
| | agree with the statemenis above.

Sharing Settings
» General Information

» Proposal Synopsis

» Study Information




VCV Walkthrough - How to create and submit an ESR study proposal

Proposal Synopsis section

© & sb-astrazeneca-vev-preprod.veevavault.com ¢ O || =

'/ Veeva Vault - Externally Sponsored Research +

Externally Sponsored... v | Search Exterally Sponsored Research

Home  ESRInfo~  Lbrary  GlobalDirectory v Reports v

(00 Exterally Sponsored Research

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

[= = == === = = = = = — = — — Askowidgement— — — =P v Proposal Synopsis

1 General Information
1 Proposal Synopsis Primary Objective® Contract Execution to FSl (in
1 Study Information months)*

Secondary Objectives®

Open the Proposal Synopsis section e e L mosiatne P () (——

Budget / Support Information

Primary Endpoint”
50% Enroliment to LS1 (in months)*
Publications (0) % Enrollment to LS| (in months)
Primary Resource Management (0) Secondary Endpoint* LSIto LSLV (in months)*
Primary Investigator & Site
Information Inclusion Criteria® LSLV to FSR (in months)*
te Personnel (0)
Exclusion Criteria®
sites (0)
Related Documents (0) Hypothesis*
Submission Checkist
Rationale®

Workflow Timeline

Click on pencil icon top righ ropuston

Sample Size Justification /
Statistical®

Treatment Regimen*

Veeva Vault - Externally Sponsored Research

cal sBX Extemnally Sponsored... v = Search Externally Sponsored Research o Q VCV Pre-Prod

Home  ESRI

Library  Global Directory v Reports +.

03 Externally Sponsored Research

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

» General Information

Acknowledgement
I neral Information
1 ~ Proposal Synopsis
Proposal Synopsis
I Study Information
1 Primary Objective* | Primary Objective Contract Execution to FSI (in 10
Investigational Products (1) months)®
1 Budget / Support Information
! Publications (0) Secondary Objectives® | Secondary Obleciives FSito 50% Enrollment (in months)* | 6
. 1 Primary Resource Management (0) 50% Enroliment to LSI (in months)* 6
Mandatory fields appear marked I U ———
— o —————— Information Primary Endpolnt* | Primary Endpolnt LS to LSLV (in months)* | 10

with asterisks — fill and click Save epereia ) P—

€ Secondary Endpoint' | Secondary Endpoint
Related Documents (0)

‘Submission Checklist

Workflow Timeline Incluslon Criteria® | Inclusion Crteria

Sharing Settings
Exclusion Criteria” | Exclusion Criteria

Hypothesis® | Hypothesis
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VCV Walkthrough - How to create and submit an ESR study proposal

Study Information section

Home. Info ~

Library

(9 Extemally Sponsored Research

Global Directory +

@ sb-astrazeneca-vev-preprod.veevavault.com [

Veeva Vault - Externally Sponsored Research

Externally Sponsored... ~

‘Search Extern:

nsored

Reports +

Externally Sponsored Research: ESR-23-00020  Proposal Not Submitted

©

- —

=]

Acknowledgement
General Information

Pro

Open the Study Information section S —

Investigational Products (1)
Budget / Support Information

Publications (0)
Primary Resource Management (0)

Primary Investigator & Site
Information

Site Personnel (0)
Sites (0)

Related Documents (0)
‘Submission Checklist

Click on the pencil icon top right

Workflow Timeline

Sharing Settings

000 <
5 B8

Home ESRInfo~  Library

3 Externally Sponsored Research

p = Study Information

Design Characteristcs"
Study Phase”

Biinding®

Randomisation®

Saety Listings Required?”

Are there Additional Countries 7*

» Investigational Products

» Budget / Support Information

Planned No. of Enrolled"

Actual No. of Enrolled

Planned No. of Entered Treatment"

‘Actual No. of Entered Treatment

Planned No. of Completed"

Actual No. of Completed

» Publications

» Primary Resource Management

Global Directory +

Veeva Vault - Externally Sponsored Research

\/Vault Clinical sax Externally Sponsored... v  Search Extemally Sponsored Research

oo Q

Reports +

Externally Sponsored Research: ESR-23-00017 ' Proposal Not Submited

VCV Pre-Prod

Acknowledgement
General Information

Proposal Synopsis

| sty omaten
Investigational Products (1)
Budget / Support Information
Publications (0)

Primary Resource Management (0)

Mandatory fields appear marked
with asterisks — fill and click Save

-

—— Primary Investigator & Site
Information
Site Personnel (0)

sites (0)

Related Documents (0)
Submission Checklist

Workflow Timeline.

Sharing Settings

~ Study Information

Design Characteristics

Study Phase*
Blinding*

Randomisation®

safety Listings Required?*

‘Are there Additional Countries 7*

Additional Countries.

» Investigational Products

Placebo Controlled X

Phase |

Double Biind

Randomised

Yes (@ MNo

@ Yes [ No

Germany X France X

Planned No. of Enrolled"

- Actual No. of Enrolled

~ | Planned No. of Entered Treatment"

- Actual No. of Entered Treatment

Planned No. of Completed

Actual No. of Completed

100

100

=]

e 0 .~ Save

» Budget / Support Information

» Publications



VCV Walkthrough - How to create and submit an ESR study proposal

Investigational Products section

< o sb-astrazeneca-vov-preprod.veevavauit.com 0]

3 B =

W/ Vault Clinical sex Externally Sponsored... v  Search Exterally Sponsored Research @ Q VCV Pre-Prod £

Home  ESR Library  Global Directory v Reports ~ ‘

() Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017  Proposal Not Submitted - f
— i ———————————— - ATROWIC]YEMEN = - — " ~ Investigational Products
I General Information
1 R + Create Q| snhowinTa Toft

1 Study Information Name o Type of Product Product Dosage Formulation® Dosage Strength® Quantity”

Investigational Products section s s mmmms———---- iesatona prcs )

Budget / Support Information

Publications (0)

Primary Resource Management (0)
e — » Budget / Support Information
Information

Site Personnel (0) » Publications

Sites (0)
» Primary Resource Management
Related Documents (0)

Submission Checklist » Primary Investigator & Site Information
‘Workflow Timeline

The primary product is automatically

» Site Personnel

» Sites

created — click and open it to review
and complete the required fields + Subrision Chackit

» Related Documents

eoe® <> v © & sb-astrazeneca-vcv-preprod.veevavault.com <

2 8 8

WV Vault Clinical sBx Externally Sponsored... v  Search Externally

Library  Global Directory ~  Reports ~

3 Exterally Sponsored Research > ESR-23-00056 3of3recordsintisist < >

ESR Investigational Product: wwwww | saved
--__----__----_-J----__----__----_-----__----__----_-----__> \/Save

G Q) DRAFT.v6_24_May_2023 External User Guide.pptx £ Veeva Vault - Externlly Sponsored Research

sored Research oo O VCV Pre-Prod ~

Home S|

R

| ~ Details
1 Workflow Timeline
Click Save ot Fos
Dosage Formulation® Units Quantity of Placebo Drug

» System Details

» Workflow Timeline

Blue objects in VCV are clickable and can be opened.

12
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VCV Walkthrough - How to create and submit an ESR study proposal

Investigational Products section

i8] sb-astrazeneca-vov-preprod.veevavault.com

3 B

'/ Vault Clinical ssx Externally Sponsored... v | Search Extemally Sponsored Research o Q VoVPreProd - \0/ M (3\

Wome ESRino  Lbrayy  GobalDiectoy v Repors - =38

red Research

3 Extenally Spc

Externally Sponsored Research: ESR-23-00017  Proposal Not Submited - f

To add secondary products, >
) . . eknowledgoment=— = = = P« Investigational Products
open the Investigational Products section oo ey ) sore

Pronosal Synopsis. <+ Create

Study Information Type of Product Product Dosage Formuiation® Dosage Strength® Quantity*

Investigational Products (1) ESR-23-00017-test-R1 primary estR1
Budget / Support Information
Publications (0)

Primary Resource Management (0)
rimary nvestgai 5 o » Budget / Support Information
Information

Site Personnel (0) » Publications

sites (0)

» Primary Resource Management
Related Documents (0)

Submission Checklist » Primary Investigator & Site Information

Click +Create —

Sharing Settings

» Site Personnel

» Sites

» Related Documents

*» Submission Checklist

06 < >/ @d- L) @ sb-astr
> B B

Sub-sections appear with mandatory fields Vvatcinel s EEECTEEEE o

marked with asterisks — fill and click Save oma oo~ by GobalDiscny - Ropos - T

a arc ’
Create ESR Investigational Product Gancel s.v?w Vv Save

Details

~ Details
System Details

Type of Product Secondary No. of Subjects®
Product” ® Quantity*

Dosage Formulation* . Quantity of Placebo Drug

Clicking on the yellow field will bring up a pick list, e.g., Product,
headed by the item most recently selected for the field.

Alternatively, clicking the binoculars icon will bring up a Search box s oo
from which the user can select a Product and click Save before
returning to the sub-section. ataone

~ System Details




VCV Walkthrough - How to create and submit an ESR study p

Investigational Products section

14

The added investigational product shows

in the Investigational Products section.

0 & sb- -vev-|

d.

om

\/ Vault Clinical sBx

Home ESR Info = Library Global Directory « Reports =

"/ Veeva Vault - Externally Sponsored Research

Externally Spensore: + | Search Externally Sponsored Research

roposal

[0 Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Propesal Not Submitted e~ | &
Acknowledgement ~ Investigational Products
General Information

) + Create Q | ShowinTab 1-20f2  eew
Proposal Synopsis
Study Information Name o Type of Product Product Dosage Formulation* Dosage Strength* Quantity*
] Investigational Products (2) ESR-23-00017-test-R1 Primary test-R1

Budget/ Support Produt .. Secondary AZD7594 Tablets 250 mg

Publications (0)
Primary Resource Management (0)

Primary Investigator & Site » Budget / Support Information

Information

Site Personnel (0) » Publications

Sites (0)

Related Documents (0) » Primary Resource Management

Submission Checkist » Primary Investigator & Site Information

Workflow Timeline

» Site Personnel

Sharing Settings
» Sites

» Related Documents

» Submission Checklist




VCV Walkthrough - How to create and submit an ESR study proposal

Budget/Support Information section -

Home ESRInfo~  Lbray  Global Directory v  Reports v

[ & sb-astrazeneca-vcy-preprod veevavault.com ¢ o & =

Veeva Vault - Externally Sponsored Research

3 Extemaly Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Not Submited - ﬁ

Fmlm = = = = = = = = = = AGQUWRGETAM — = — = ~Budget/ Support Information

1 General Information

Open the Budget/Support Information | Propost ops Bt et
section and click the pencil icon top right ' s
to edit the mandatory fields Pubcatons 0 o Amass

Primary Resource Management (0)

- Requested Currency”
Investigational Products (2)

Primary Investigator & Site

Information

Approved Amount
Site Personnel (0)
Sites (0) Local Amount

i 0}
Related Documents (0) Regional Amount
‘Submission Checklist

Workflow Timeline Global Amount

Sharing Settings
Primary Funding Source

Global Funding Source
Study Responsible Unit

v C sb-astrazeneca-vev-preprod.veevavault.com

d Research XS VCV Pre-Prod ~ £ @
Library ~ Global Directory +  Reports v ‘

3 Extemally Sponsored Research

8 @E
v

Home  ESRIn:

It Clinical sax: Externally Sponsored... v

Externally Sponsor

Complete the mandatory fields and click Save

Externally Sponsored Research: ESR-23-00017 ( Proposal Not Submitted Cancel
Acknowledgement ~Budget / Support Information
General Information
[ — ST B s @ Save
Study Information
Requested Currency* | Us Dollar (USD) »

Investigational Products (2)

port Information Total Payments 0.00
Publications (0)

Total Amount Requested® | 500000
Primary Resource Management (0)

Primary Investigator & Site
Information

For the Budget field, add a Budget document St Paonl 0 omonasnont

Sites (0) Local Amount | 25000

via the Related Documents section el P

‘Submission Checklist

(see Appendix — How to upload a document) CHETD st e 0

Sharing Settings

Primary Funding Source | Global -

Global Funding Source | Global Digial -

‘Study Responsible Unit | United Kingdom MC -




VCV Walkthrough - How to create and submit an ESR study proposal

Publications section —

5 B =

\/ Vault Clinical sex Externally Sponsored... v = Search Externally Sponsored Research o Q

Home ESRInfo -  Library  Global Directory ~  Reports v

(0 Exterally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Not Submitted D &
== = = = = = = = = = = | Acoviadgemenie — — ~ Publications
I General Information

Q| ShowinTab

Open the Publications section e + Create

Study Information
Investigational Products (2)
Budget / Support Information
Publications (0)

No items found

Primary Resource Management (0)

Primary Investigator & Site
Information

Site Personnel (0)
» Primary Resource Management
Sites (0)

Related Documents (0) » Primary Investigator & Site Information

‘Submission Checkiist
Workflow Timeline » Site Personnel

Click +Create

Sharing Settings » Sites.

~ Related Documents

+ Add
. Bin
A pop-up window appears:
H H 000 < > ;|- L) # sb-astrazeneca-vev-preprod.veevavault.com
Create ESR Publication. s o —
Vault cal sBX Externally Sponsored ... v | Search Externally Sponsored Research

Home ESRInfo~  Lbrary  GlobalDirectory v Reports v

Fill in the mandatory fields and click Save

l (03 Externally Sponsored Research
Create ESR Publication x
: v Externally Sponsored Resea D~ &
1 Acknowledgement —1  ~Details
1 General Information
. Proposal Synopsis Publication Number
I Sy MERTEED Publication Category* -
Investigational Products (2)
1 Budget / Support Information Publication Type* -
1 .
([ @ Putteaton e & ot
o o o . . o 1 Primary Resource Management (0)

Publication appears in the Publications section. I o et
1 Information
1 Site Personnel (0) L
. sites 0) 3 JoumaliCongress®
1 Related Documents (0) — |

Publication Number Publication Category Publication Type Publication Date Publication Name 1 Submission Checklist »
Workflow Timeline | ~ System Details
ESR-23-00017-PUB-000001 Planned Poster 31 Mar 2023 I »
l_______________SE""LS"“EQ‘_____:______________________Cawel_saxep-w Save
+ Add

Nn itams fonnd
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VCV Walkthrough - How to create and

Primary Investigator & Site Information section

m v C sb-astrazeneca-vev-preprod.veevavault.com

\/ Vault Clinical sex Externally Sponsored... v  Search Externally Sponsored Res

Home ESRInfo~  Library  Global Directory v  Reports v

(3 Extemally Sponsored Research

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

—=Asknowiedgemonk == == = P v Primary Investigator & Site Information

General Information
Proposal Synopsis

Study Information

Open the Primary Investigator
& Site Information section

Investigational Products (2)
Budget / Support Information
Publications (1)

Primary Resource Management (0)

Primary Investigator (External)" Primary Site (External)®

Primary Investigator Primary Site

Primary Location

» Site Personnel

Site Personnel (0) » Sites
Sites (0)
~ Related Documents
Related Documents (0)
‘Submission Checklist + Add
‘Workflow Timeline
Click on the pencil icon top right
Sharing Settings No items found
» Submission Checklist
eoe < o - O E s sb-astrazeneca- vov-preprod.veevavault.com o & =
[ 3 *  Q Veeva Vault - Externally Sponsored Research +
A\ linical sex Externally Sponsored... + o
Home Library ~ Global Directory Reports +

) Extemally Sponsored Research

Binoculars search icons appear in fields.

Acknowledgement

Proposal Synopsis
Study Information

Investigational Products (1)

Budget / Support Information
Publications (0)

Primary Resource Management (0)

Click the binoculars icon

Primary Investigator & Site
n

Externally Sponsored Research: ESR-23-00068 ' Proposal Not Submitted

» Proposal Synopsis
» Study Information

» Investigational Products

» Budget / Support Information

» Publications

Cancel

for Primary Investigator (External) X » Prinary Resoure Management
y g 1 Site Personnel (0)
1 sites (0) ~ Primary Investigator & Site Information
1 Related Documents (0)
I il i a S b I = Primary Site (Extemal)® ®
Workflow Timeline ®

Sharing Settings

Primary Location | Depends on Primary Site

» Site Personnel

» Sites

17
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Primary Investigator & Site Information section TORBICE ‘ : ol

5 [/ " o« Veeva Vault - Externally Sponsored Research =

Vault SBX Externally Sponsored ... v \ Search Externally Sponsored Research o Q
Home ESRInfo~  Library  Global Directory. v Reports .

Search: Primary Investigator (External)* x

3 Extemaly Sponsored Research
Use search bar o ind an fem, and then use the table below to make selecion

& Externally Sponsored Researt Q Cancel

Acknowledgement |~ Fiters n

General Information ad - r

Proposal Synopsis

Apop-up WindOW appear | === == = = = = = — —| Sudhamin— — — — — §» -+ Create = =

o - . Investigational Products (2) . s o
Search: Primary Investigator (External). ! e o e -

| R T
: | primary Resource Management (0) 3 No items found b
3
. mﬂimemgaw &Site ﬂ [
1 Site Personnel (0) R 3
1 Sites (0) |-
1 Related Documents (0) <Re r
Use Search bar to select | Suprisin Chcos a

Workflow Timeline

Primary Investigator or click +Create E T

000 < > M|~ 0 @ sb-astrazeneca-vev-preprod.veevavault.com 4 O | ==

5|0 " Veeva Vault - Externally Sponsored Research B

/ Vault Clinical ssx Externally Sponsored ... v | Search Extemally Sponsored Research o Q VevPrePod - \/ M

If +Create is selected, a further pop-up LT

) Extemally Sponsored Research

B e el - T R R 3 «/ Save

window a ars: Create ESR Site Person Create ESR S Person .
. . = Externally Sponsored Resez Cancel
Acknowledgement v Person Details
General Information L
R — Personnel Type Primary Investigator ciy | ciy
D o
SR D Prefix* | Dr Postal / Zip Code* | PostaliZip Code
Investgational Products (2) @
Budget/ Support Information FirstName® | FirstName State / Province / Reglon _—
Rubtcatonsiil) LastName® | LastName Primary Phone Number* | 0123456789 ey Ste -
| Primary Resource Management (0)
Fi I I i n th e m a n d ato r e I I OW fie I d S Primary Investigator & Site R Email* | email@gmail.com Country* | Poland @van
Information o
- ——— Alternate Email Degree B
and click Save ! oy ‘
1 Sites (0) — Institution Name® | Institution Name. User Edit Access Request
Related Documents (0) =
1 I Address Line 1(No PO | Address Line 1
. Submission Checkist box)®
Workflow Timeline
1
1
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Primary Investigator & Site Information section TIEE

3 B =

\/Vault Clinical sax Externally Sponsored... v  Search Externally Spon o Q VCV Pre-Prod ~ £
Home ESRInfo~  Library  Global Directory v  Reports v =B

O Extemally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Not Submitted Cancel

Acknowledgement 5 5 5 N
~Primary Investigator & Site Information
General Information

Proposal Synopsis
Primary Investigator (External)* | ESR-23-00017-Person-000001 ™ Primary Site (External)" o
Study Information

£

T ivesigatonal Proddcts (77 ey ivestgator | T — === = oo
Budget / Support Information
Publications (1) Primary Location  Depends on Primary Site.

ce N

Primary R

agement (0)

Primary Investigator & Site » Site Personnel
Information

Site Personnel (0) » Sites

Sites (0)
Related Documents (0) ~ Related Documents

‘Submission Checklist
+ Add

- -

Click the binoculars icon L
for Primary Site (External) Fe——

Workflow Timeline

No items found

Voova Vault - Externally Sponsored Resoarch +

Vault Clinical sgx Externally Sponsored ... v | Search Externally Sponsored Research oo Q

A pOp—up bOX appears Home ESRInfo~  Library  Global Directorv.  Reports v

Search: Primary Site (External)* x
. . (00 Externally Sponsored Research
Search: Primary Site (External). . . F asren
Acknowledgement Fi ~ Filters
General Information J -
Proposal Synopsis
== === = = = = = = = =S mmmor= = = = =p + Create
1 Investigational Products (2)
1 Budget / Support Information Siieumber 2
1 Publications (1) )
1 | Primary Resource Management (0) - No items found
H Primary Investigator & Site » Si
Use the Search bar to select Site | 0 -
erson » Si
. 1 Stes (0) —=
or click +Create S | T .
‘Submission Checklist

a

Workflow Timeline

‘Sharing Settings
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Primary Investigator & Site Information section

If +Create is selected, a further pop-up

window appears: Create ESR Site.

Fill in the mandatory yellow fields
and click Save

Click Save

The Primary Investigator (External) and

Primary Site (External) appear in the Primary
Investigator & Site Information section.

o0 <|>| M-

@ sb-astrazeneca-vcy-preprod.veevavault.com

Veeva Vault - Externally Sponsored Research

4

/Vault Clinical ssx Externally Sponsored ... v | Search Externally Sponsored Research

Home  ESRInfo -  Library

o Q vcv PreProd - \o/ M

Global Directory ~  Reports ~

[aa}

v Externally Sponsored Resez

Acknowledgement
General Information
Proposal Synopsis
Study Information
Investigational Products (2)
Budget/ Support Information
Publcations (1)

| Primary Resource Management (0)

Primary Investigator & Site
ation

Site Personnel (0)
Sites (0)

Related Documents (0)
Submission Checkist
Workflow Timeline

Sharing Settings

Create ESR Site

| ~Details

| Site Type Primary.
Institution Name®
Adress Line 1*
Address Line 2
city”
| State  Province / Reglon

PostaliZip Code®

Country®

Prefix

First Name*

Last Name®

Primary Phone Number*

Email*

Alternate Email

Degree

Primary Site.

o

sb-astrazeneca-veu-lis-devvesuavauli.com

Extemally Sponsored... = y Sponsored Researeh
Home Library  Global Diractory ~  Reports ~
[ Exeamaly Sponserea Researeh 3 ESR-23:00072
Externally Sponsored Research: ESR-23-00013 ' Pioposal ot Submities SaVe

Acknowledgement » Primary Resource Management
General Information
Proposal Synopsis ~ Primary Investigator & Site Information
Study Information
Investigatonal Products (2) L y L Primary Site (External)®  ESR 2300013 812000001 a
SLpal S LIpCL e Primary Investigator S Primary Site ™

Pusiications (0)

Primary Resol

tanagement (1)

Primary Investigator & Ste
Information

Site Personnel (0)
Sies (0)

Related Documents (0)
SuBmission ChecKiist
Wiorkfiow Timeling

‘Sharing Settings.

* Site Personnel

¥ Sites

» Related Documents

* Submission Checklist

» Workflow Timeline

Primary Location

Depends on Primasy Site
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Site Personnel and Sites sections : i

Home Library  Global Directory v  Reports v

) Extemally Sponsored Research 1 0f 230 records In this st >

Externally Sponsored Research: ESR-23-00081 ' Proposal in Review ~ -

Acknowledgement » Review Log
General Information
roposa Synapsis » Primary Resource Management
Study Informtion » Primary Investigator & Site Information
Investigational Products (1)
. Product Shipments (0) » Site Personnel
Added Person with Number shows P _
Performance Assessments (0) LD

up in the Site Personnel section. S ) wone

(]
Primary Resource Management (0)

Primary Investigator & Site ESR-23-00081-51e-000001 Primary Locked Hosp Poland
Information

[ET TR

Site Number v Employer Identification Number* Site Type Lifecycle State Institution Name Country

Site Personnel (1)
Sites (1)
A — » Communication Log
(LI » Related Documents
‘Submission Checklist

Hold Detals » Submission Checklist
‘Workflow Timeline

» Hold Details
< o v C sb-astrazeneca-vev-preprod.veevavault.com ol d
5 B =
W/ Vault Clinical ssx Externally Sponsored... v | Search Externally Sponsored Research
Home  ESRInfo~  Library  Global Directory v  Reports v
3 Extemally Sponsored Research
Externally Sponsored Research: ESR-23-00017 | Proposal Not Submitied Cancel

Acknowledgement

OET ! ’ )
PR Primary Investigator & Site Information

e » Site Personnel

Added Site with Number shows up N .

in the Sites section. o oo Q) sounm

Primary Resource Manag Site Number + Employer Identification Num... ~ Site Type Lifecycle State Institution Name Country
Primary Investigator & Site ESR 23-00017-Sit2-000001 Primary saved Instiution Name Poland
Information
Site Personnel (1)
Sites (1)
Related Documents (0) » Related Documents
Submission Checkist
S, » Submission Checkiist
= » i
‘Sharing Settings Workflow Timeline
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Site Personnel section

roposal

& sb-astrazeneca-vev-preprod.veevavault.com ¢ © &

e0e® (<|>)(@- o
3 5

\/ Vault Clinical sax: Externally Sponsored... v  Search Externally Sponsored Research

Home  ESR Library  Global Directory v Reports +

* Voova Vault - Externally Sponsored Research +

o Q VGV Pre-Prod ~

=T

(03 Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017  Proposal Not Submitted

Acknowledgement

OET ' = "
A Primary Investigator & Site Information

Further personnel may be added
to the Site Personnel section at any time.

To add further personnel, go to the
Site Personnel section and click +Create

A pop-up box appears:
Create ESR Site Person.

Fill in the mandatory yellow fields
and click Save
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Proposal Synopsis
Study Information

Investigational Products (2)

| "Budget Support e o

Publications (1)

Primary Resourc

1t (0)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)

Related Documents (0)
‘Submission Checklist

Workflow Timeline

Sharing Settings

W/ Vault Clinical ssx

Global Directory v

Home  ESRInfo~  Library

~ Site Personnel

=+ Create

ESR-23-00017-Person-000001

» Sites

legacy_object_id

Personnel Type

Lifecycle State

Primary Investigator Saved

110f1

First Name

First Name

» Related Documents

» Submission Checklist

» Workflow Timeline

[

Voova Vault - Externally Sponsored Resoarch

Externally Sponsored ... ~

Search Externally Sponsored Research

od Q VCV Pre-Prod ~

Reports ~.

2 Extemally Sponsored Research

v Externally Sponsored Resea

Acknowledgement
General Information
Proposal Synopsis
Study Information
Investigational Products (2)
Budget/ Support Information
Publications (1)

| Primary Resource Management (0)
Primary Investigator & Site
Information
Site Personnel (1)
Sites (1)
Related Documents (0)
Submission Checkist
Workflow Timeline

Sharing Settings

Create ESR Site Person

v Person Details

Personnel Type®

Prefix”
I First Name*
Last Name*
Email®
Alternate Email

Institution Name*

= Address Line 1 (No PO

box)*

- city:

Postal 1 Zip Code®

State / Province / Region

Primary Phone Number*

Country*

User Edit Access Request

o

1ol
First Name.

First Name.

Cancel | Save + Create Save e
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Sites section

Further personnel may be added
to the Sites section at any time.

To add further sites, go to the Sites section
and click +Create

A pop-up box appears:
Create ESR Site.

Fill in the mandatory yellow fields
and click Save
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Home.

ESRInfo ~  Library

(03 Extemally Sponsored Research

Global Directory +

sb-astrazeneca-vev-preprod.veevavault.com

\/Vault Clinical sax Extenally Sponsored... v Search Externally Sponsored Research

t

oo Q VGV Pre-Prod

Reports +

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

=]

Acknowledgement

General Information

» Primary Investigator & Site Information

Proposal Synopsis
Study Information

Investigational Products (2)

~ Sites

» Site Personnel

Budget/ Support Information
BUDUGAIORS (e e .>

Primary Resource Management (0)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)
Related Documents (0)

=+ Create

ESR-23.00017-5ite-000001

» Related Documents

Employer Identification Num...

‘Showin Tab

site Type

Primary

Lifecycle State

Saved

EET R

Institution Name Country

Institution Name Poland

‘Submission Checklist

Workflow Timeline

» Submission Checklist

» Workflow Timeline

Sharing Settings

006 < >/ ;|-
B [/ " x

Vault Clinical ssx

Home  ESRInfo~  Library

Global Directory v

& sb-astrazeneca-vcy-preprod veevavault.com

Veeva Vault - Externally Sponsored Research

Externally Sponsored ... ~

Search Exterally Sponsored Research

oo Q

Reports ~

(03 Extemnally Sponsored Research
v Externally Sponsored Resea

Acknowledgement
General Information
Proposal Synopsis

Study Information
Investigational Products (2)
Budget / Support Information
Publications (1)

Primary Resource Management (0)

e |4

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)

Related Documents (0) »
Submission Checkist
Workflow Timeline

Sharing Settings LY

Create ESR Site

~ Details

Site Type®

Institution Name*

Address Line 1*

Address Line 2

city®

‘State | Province / Region

Postalizip Code*

Country*

- Prefix

First Name*

Last Name®

Primary Phone Number*

Email*

Alternate Email

Degree

Cancel

Save + Create

11001 een
Institution Name. Country

Poland.

Insttution Name

Vv Save
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Site Personnel and Sites sections

- Site Personnel

+ Create Q= Showin Tab

Added personnel shows in the Site Personnel
section. Person Mumber Personnel Type
E3R-23-00012-Person-000001 Primary Investigator

ESR-23-00012-Person-000002 Co-Investigator

» Sites

+ Create Q| Showin Tab

Added site shows in the Sites section. Site Number Site Type «

ESR-23-00012-Site-000001 Primary

Secondary

ESR-23-00012-Site-000002
. |
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Related Documents section

e0e® < > 0O~ L)) @ sb-astrazeneca-vev-preprod.veevavault.com & [+] fuil

(=Y H o "/ Veeva Vault - Externally Sponsored Research +

\'/Vault Clinical sBx Externally Sponsored... = | Search Exiernally Sponsored Research VCV Pre-Prod ~ .\.Ej g

Home ESRInfo~  Library  Global Directory +  Reports v -

3 Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017 | Proposal Net Submitted Cancel
Acknowledgement « Related Documents
To upload a document, e.g., PI CV, open the ] comertiomaion o
Related Documents section and click +Add GG o il

Study Information

Investigational Products (2) No items found
Budget / Support Information

Publications (1)

Primary Resource Management (0)

Primary Investigator & Site
Information

See also Appendix — How to upload a document. Sita Porsonnei {1 > Submission Checklst

Sites (1) » Workflow Timeline
} Related Documents (0)

Submission Checklist

Workflow Timeline

Sharing Settings
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Related Documents section

o~ D) a < 0 O =
"/ Veeva Vault - Externally Sponsored Research +
nical sBx Externally Sponsored ... v | Search Externally Sponsored Research o Q VCV Pre-Proc v £ &
Search: Documents. x
Home  ESRInfo~  Library Global
N — Fields - Q| | BAIDocuments  + 5
* Filters
¥ Externally Sponsored Researcl Cancel -
| — Document Name 125013« [1]114 » So
- — — — Sl _ _ |+ Create
A pop-up window appea | e oo s :
- —
pop-up pp el Syropels =
1 B Externally Sponsored Research Documents > Protocol Review Documentation
Study Information
s h D t 1 J i) 2022-04-21 12_48_38-R15.0 Release Planning - [PLACEHOLDER] _ Microsoft Drait
earc ocuments. 1 Investigatonal Products (2) T3 Teams 0.0)
1 Budget/ Support Information " Esr0436
i Puslicatons (1) Extemally Sponsored Research Documents > Regultory
1 Primary Resource Management (0) BT 2022-12-07 11_24_37- (v0.1) Draft
ESR.0433
i ey osigar 1o -
1 Stte Personnel (1) ) Budget - ESR-22-00001 (v0.1) Draft
ESR.0006
! =) Extemally Sponsored Research Documents > Budget
! GEHRCRErENG) s ) Budget - ESR-22-00002 (v0.1) Draft =
1 Submission Checklist = ESR-0001
1 Workflow Timeline: > Sul Extemally Sponsored Research Documents > Budget
1 S [ Budget - ESR-22-00003 (v0.1) Draft
Select a document from ! S N
Extemaly Sponsored Research Documents > Budget
— e e e, e, ——— - ——
£ Bunet - £SB-20.00007 0 11 =
the list then click Close, or click +Create
< @ |~ U ‘sb-astrazeneca-vev-preprod.veevavault.com ¢ O a
2 B B
It Clinical sex Externally Sponsored... v | Search Externally Sponsored Research a O VCV Pre-Prod ~ &£
Home ESRInfo~  Library  Global Directory v  Reports v n
Upload Files (Step 1)
1 H
' '
. . ' '
' or select s to upload: '
If Create is selected, a new field : g .
' '
: iles (Step 1) ' ‘Q’ '
appears: Upload Files (Step 1). : .
i Filesfor pload canno exceed 4 GB insize. Files over 4 GB and 4GB will ot b rendered.L 3
' '
1 '

Choose document type and field values
Document Type

Cancel




27

VCV Walkthrough - How to create and submit an ESR study proposal

Related Documents section

Follow instructions to upload files

Choose document type and subtype
from the drop-down menu and click OK,
then click Next

Field appears: Upload Files (Step 2).

Fill in mandatory yellow fields and click Save

Y=
\/ Vault Clinical ssx

Home ESRInfo~  Library  Global Directory v

Upload Files (Step 1)

sb-astrazeneca-vev-preprod.veevavault.com

Externally Sponsored... v | Search Externally Sponsored Research

Reports +

o O vevprepod - \/ & @

=T

Select a document type and click OK to continue

Type:
Please select 4
Subtype:
:
Classification:
3
:

Cancel | ol |

or select files to upload:

& :

Files for upload cannot exceed 4 GB in size. Files over 4 GB and AudiolVideo fles over 4 GB willnot be rendered Leam more.

Cancel

e0e (<[> @~ & sb-astrazeneca-vev-preprod veevavault com ¢ o 0
SRR Veeva Vault - Inbo Upload B
W/ VAult Clinical ssx Externally Sponsored... v Search Externally Sponsored Research oo Q VevpePod - \/ & @

Homg ESRInfo ~  Library  Global Directory v  Reports v
«Back o Step 1
Upload Files (Step 2)
- General® -
Name* (This document will be
automaticaly named)
. Description®
Dummy Pl cvdocx
12K8
Type Extemaly Sponsored
Research Documents
Subtype CV
Version 0.1
Milestones
Lifecycle Stage
Externally Sponsored ESR-23-00017
Research®
Tags

» Additional Information

» Product Information

» TMF Bot

» Clinical Transfer
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Related Documents section

\'/Vault Clinical sBx Externally Sponsore: Search Externally Sponsored Research
Home ESR Info = Library Gilobal Directary v Reports » .
[0 Extemally Sponsored Research 10f 17 records inthislist < >
Externally Sponsored Research: ESR-22-00285 | Closing & e
Acknowledgement

» Site Personnel

General Information

Proposal Synopsis » Sites
Study Information
Investigational Products (1) + Communication Log
The uploaded document shows Product Shpments (0

. . v Related Documents

in the Related Documents section. CL PR !
Payments (0) + Add Q  ShowinTab 130f3
Milestones (3) Name + Subtype Description Status Created By Created Date
Contracts Protocol-ESR-22-00078 Initial Protocol proto Draft External User 6 28 Oct 2022 2:1
Project Status Updates (1) PICV- ov grzqiz Draft External User 6 26 Oct 2022 1:
Classification

Budget - ESR-000235 Budget der Draft Intemaal User 6 05 May 2022 6:(

Performance Assessments (0)
Regulatory Identifiers
Publications (1)

» Submission Checklist
Amendments (0)

Review Log (6) » Workflow Timeline
Primary Resource Management (3)

Primary Investigator & Site
Information

Site Personnel (1)
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Submission Checklist section

Open the Submission Checklist section,

and if you have uploaded/provided the
documents required, click the pencil icon,
then check the boxes and click Save

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

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

See Appendix - How to upload a document.

W/ Vault Clinical sax

Home ESRInfo ~ Library

sb-astrazeneca-vev-iis-devveevavault.com

Externally Sponsored... v Search Exterr

Global Direclory = Reports

[ Extemally Sponsered Research > ESR-23-00012

Externally Sponsored Research: ESR-23-00013 ' Proposal Not Submitted

MR  Save

Acknowledgement

General Information

Proposal Synopsis

Study Information

Investigational Products (2)
Budget / Support Information
Publications (0)

Primary Resource Management (1)

Primary Investigator & Site
Information

Site Personnel (1)

Related Documents (0)
Submission Checklist

Workflow Timeline

Sharing Settings

+ Creatn Q. Showin Tab
Site Number Sita Type =
ESR-23-00013-5ite-000001 Primary

+ Related Documents

+ Submission Checklist

Poland F Name L

Tloll e

Country First Name 1

I have uploaded PI GY*

-------- > I heve provided Planned Publication®

1 have uploaded Budget, If applicable”

» Workflow Timeline
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:
Submit proposal ~ oo G . - T

a8 * Voeva Vault - Extarnaly Sponsored Research

\/Vault Cl

cal sBX Externally Sponsored... v  Search Extern

onsored Research

Home  ESRInfo~  Library  GlobalDirectory »  Reports v

(3 Externally Sponsored Research

Externally Sponsored Research: ESR-23-00017 ' Proposal Not Submitted D | & e
.
e e e e e e e ST worLow
1 T -»>
~ Acknowledgement Submit Proposal
1 General Information Windraw Propose
. . 1 Proposal Synopsis —_—
Go to th kfl t ht and select o oar g
O to the workrlow icon top right and selec 1 Study ormaton oo imest P ne
. - Investigational Products (2) Extemally Sponsored Research. [Sponsor and Principal Investigator Principal Investigator and are prop
Submit Pro posa | from the dro p down menu Budget/ Supportnformation . ifcanty Qo ty abingand expatenc o condueof e Extemaly Sponscrd Reseac, | havseed g
e Cotecion ottn e s I ndersang my st .
Publications (1)
antcons P L ne

Primary Resource Management (0) me by telephone, SMS, Fax or email* . By ticking this box below, | confirm and agree to all 3 of the statemens isted above.

Primary Investigator & Site
Information Collection Notice® Clck for more information
Site Personnel (1)
Terms and Conditions*  Cick for more information
Sites (1)
Related Documents (2) Instructions. (marked with an *) under the General Information secton.
please filinal

Allow >1 minute for system ORI e e ’
to process the submission.

Workflow Timeline
/| 1agree with the statements above.

Sharing Settings
» General Information

» Proposal Synopsis

» Study Information

o v 0 & sb-astrazeneca-vov-preprod.veevavault.com < o & | =

Veeva Vault - Externally Sponsored Research T

ical sBX Extemnally Sponsored ... v | Search Extemally Sponsored Research o A VGV Pre-Prod

Home ESRInfo -  Libary  GlobalDirectory ~  Reports ~

3 Extemally Sponsored Research

v Externally Sponsored Research: ESR-23-00017 Proposal Not Submited

| ‘Acknowledgement

~ Acknowledgement
General Information
Proposal Synopsis Start x
Acknowledgem! ptance of ip
. Study Information |
p (0] p- u p (0). &> ] p pe ars. art. You are about o submit his Exterally Sponsored Research Proposalfor

Investigational Products (2)
Budget / Support Information completing the submission. e PEETEIREETER e e
Publications (1)
Primary Investigator & Site
Information Collection Notil
SR Terms and Conditio) - Budget (1 applicable)

Follow the instructions and click Start = |
Related Documents (2) Instructic “Required fo proceed Cancel Start 1e General Information section.

| malning sections and sel...
‘Submission Checklist
S

Workflow Timeline.
(| agree with the statemens above.

Sharing Settings
» General Information

» Proposal Synopsis €

» Study Information
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Submit proposal

When the submission has been
successfully completed, the study shows
as Proposal in Review.

W Vault Clinical sBx

Home ESR Info + Library

[0 Externally Sponsored Research

Externally Sponsored Research: ESR-23-00018

Externally Sponsored.

Global Directory = Reports =

Vault - Externally

= | Search Externally Sponsored Research

Proposal in Review v

VCV Pre-Prod

=10

47 of 217 records inthis list ¢ >

D- B¢ -

Acknowledgement
General Information
Proposal Synopsis

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

» Acknowledgement

» General Information

» Proposal Synopsis ©

» Study Information

Budget / Support
Payments (0}
Classification
Performance Assessments (0)
Publications (1)

Review Log (2)

Primary Resource Management (2)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)
Communication Log (0)
Related Documents (3)
Submission Checklist
Hold Details

» Investigational Products &

» Product Shipments

» Budget / Support Information

» Payments

» Classification

» Performance Assessments

» Publications

» Review Log
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Additional Information VCV fOI' ESR

Requested for a proposal ) ! )
QC /Review Externally Sponsored Researc

Return to Contents




VCV Walkthrough - How to submit Additional Information Requested
or a proposal QC/Review

sb-astrazeneca-vev-preprod.veevavault.com ? ot

5 B =

Home ESRInfo~  Library  Global Directory v  Reports v n
0 Externally Sponsored Research o 70recodsinthislist < >
Externally Sponsored Research: ESR-23-00017  Additional information Requested &

If the Verdict of the Proposal QC is Additional Information
Requested, a notification and a new task will be generated

© A info RequestecPropesal GG 16 Apr 2025 Show oss
Insructons Addional " elow. Addona ovgh ogsepray. s, o naconrts e v ogans | OIS0

e T
for the External User: Add Info Requested/Proposal QC e i
‘ ) Study Information » Proposal Synopsis
with Due Date and Instructions. e

Budget/ Support Information
» Investigational Products
Payments (0)

Performance Assessments (0) » Product Shipments

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

Primary Resource Management (3)

» Payments
Primary Investigator & Site

Information

r
1
1
1
1
1
1
1
1
1
1
1
1

-

Click Accept and provide Additional o e
Information as requested stex » Pulatons

Communication Log (0)

» Performance Assessments

Related Documents (3) » Review Log

‘Submission Checklist

T ~ Primary Resource Management
OU0 E9ea L2ik ° a ¢
) Vaova Vault - Externally Sponsored Research
\/ Vault Clinical sax: Externally Sponsored... v  Search Externally Sponsored Research oo Q VCV Pre-Prod ~
Home  ESR Library ~ Global Directory v Reports v -
(03 Externally Sponsored Research 10f 170 records inthis list < >
Externally Sponsored Research: ESR-23-00017  Addiional information Requested P
Click Complete O D IS o
Instructions Addiional for sua P sent 0g separately. Please, review the comments sent via review log ar
perfor the needed changes
undo acceptance

| General information i
» General Information
Proposal Synopsis

Study Information » Proposal Synopsis

Investigational Products (2)
Product Shipments (0) » Study Information

Budget / Support Information
» Investigational Products
Payments (0)

Performance Assessments (0) » Product Shipments

All tasks for external users (e.g., Investigator) are also i) > Sudgt uppr ornaton

Primary Resource Management (3)

assigned to the ESR Local Coordinator — Primary in case the Py st &5t

Information

action needs to be completed on behalf of the Sponsor. o) —
Communication Log (0)
Related Documents (3) » Review Log

‘Submission Checklist
~ Primary Resource

Workflow Timeline.




VCV Walkthrough - How to submit Additional Information Requested
for a proposal QC/Review

< @[~ C sb-astrazeneca-vov-preprodveevavault.com LBLE
Sl
Vault Clinical sBx Externally Sponsored ... v | Search Extemally Sponsored Research oo Q VCV Pre-Prod &£

Home ESRInfo -  Library  GlobalDirectory ~  Reports ~

' Externally Sponsored Research 20f 174 recordsinthislist < >

v Externally Sponsored Research: ESR-23-00020 ( Proposalin Review ~ b 4 ‘ Va
N e —— T
A pop-up box a ppears: o Mot ot for el e sty e el
| Acknowledgement
~ Acknowledgement
Add Info Added/ Proposal QC e nforrtin
Proposal Synopsis
Acknowiesgen] Add Ino Added/Proposal QC x - .
Sy W Sxpertise and facilties will be available for the conduct and completion of the Externally
Investigational Products (1) Adationa nformatonfor Proposal QG for study were !
Product Shipments (0) submite and arereacy or your revew. e ponsored Researcn.
Budget/ Suppor Information Vordict: b ¥ At nd doss ot
Payments (0) * Additional Information Requested N
Classifcation CReady or Proposal Review
Collection Ne
Performance Assessments (0) oliectionNoly Declined
e e = = = = o = = = mamema = = = = = — = = = = = ]
quied o procee Cancel
1 Review Log (0) Complete
H H H save. 3eneral Information section.
Follow instructions and click Complete e el Frma s angaren ) ; o
Primary Investigator & Site Stowmoro
p——— 21 agree ithth sitemerts above.
Sites (1)
- » General Information
{RelatediDocumenisio) A Drnnnenl Gunnnaia £
00e <> @D~ 0 @ sb-astrazeneca-vcv-preprod.veevavault.com < o & | =
9 =« Veova Vit - Extarnally Sponsored Research
\/ Vault Clinical sex Externally Sponsored... ~ arch Externally Sponsored Researc o VGV Pre-Prod V¢
Wome ESRino -  Lbrary  Global Directory v  Reports = =38

0 Externally Sponsored Research 1of 170 records inthisist < >

Add |nfO AddEd/PrOposal QC With Due Date Externally Sponsored Research: ESR-23-00017 | Proposal in Review ~ o @
and Instructions will appear in the taskbar D =

knowledgement

for the user assigned to the task. conrmormaon

Proposal Synopsis

i ptance of and
Study Information q able for
Investigational Products (2) Research. [Sp y
Product Shipments (0) bodies and y qualied by training 1 have read and
the | s
Budget / Support Information
forhi Research. | o contact

Payments (0) ‘me by telephone, SMS, Fax or email* . By ticking this box below, | confirm and agree to all 3 of the statements listed above.

Classification

Collection Notice® Click for more information
Performance Assessments (0)

Publications (1) Terms and Conditions* Click for more information.
Review Log (0)
Instructions. please fill in fields (marked with an *) under the General Information section.
Primary Resource Management (3) proposal, plse il (marked wit an ) inal the remalning sections and sel
Primary Investigator & Site ‘Show more

Information

7l th the statements above.
Site Personnel (1) agree with the statements at

Sites (1)

Communication Log (0) » General Information

Related Documents (3) » Proposal Synopsis
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VCV Walkthrough - How to submit Additional

or a proposal QC/Review

After the proposal has been through Local Proposal Review,
the Investigator may receive a task: Add Info Requested/Local
Proposal Review with Due Date and Instructions.

Follow instructions and click Accept

Click Complete

All tasks for external users (e.g., Investigator) are also assigned
to the ESR Local Coordinator - Primary in case an activity
needs to be completed on behalf of the Sponsor.

/ Vault Clinical sax

Information Requested

LY a m [

o
=S

/ Veova Vault - Externally Sponsored Research

VCV Pre-Prod ~

»

Extemally Sponsored... ~ = Search Externally Sponsored Research o Q

Home ESRInfo~  Library  Global Directory +  Reports v
03 Extemally Sponsored Research ol T6recodsinthisist < >
Externally Sponsored Research: ESR-23-00018 | Additional Information Requested Vi
© Add info RequestediLocal Proposal Review 15 Apr 2023 Show less
P 5.4 RV ——— Accept
[ Gorest ot
» General Information
Proposal Synopsis
Study Information » Proposal Synopsis
Investigational Products (1)
Product Shipments (0) » Study Information
Budget / Support Information
» Investigational Products
Payments (0)
Performance Assessments (0) » Product Shipments
Publications (1)
Review Log (1) » Budget / Support Information
Primary Resource Management (2)
»P
Primary Investigator & Site ayments
Information
SO » Performance Assessments
Sites (1 S
LX) » Publications
Communication Log (0)
Related Documents (3) » Review Log
Submission Checkist
e ~ Primary Resource Management
e0® < m v 0) & sb-astrazeneca-vv-preprod.veevavauit.com ¢ o &
3 [ Veeva Vault - Externally Sponsored Research I
\/Vault Clinical ssx Externally Sponsored... ~ o VCV Pre-Prod ~ _ 3
Home Library ~ Global Directory v Reports v n
3 Extemally Sponsored Research 6ol 76reconds inthislist < >
Externally Sponsored Research: ESR-23-00018  Additional information Requested &

Instructions Additional

© Add info RequestediLocal Proposal Review 15 Apr 2023 Stow less

tudy Please see comments below.

be sent through separately.

Complete

Proposal Synopsis

Study Information

Investigational Products (1)
Product Shipments (0)

Budget / Support Information
Payments (0)

Performance Assessments (0)
Publications (1)

Review Log (1)

Primary Resource Management (2)

Primary Investigator & Site
Information

Site Personnel (1
Sites (1
Communication Log (0)
Related Documents (3)
Submission Checklist

Workflow Timeline

» General Information undo acceptance

» Proposal Synopsis
» Study Information

» Investigational Products

» Product Shipments

» Budget / Support Information
» Payments

» Performance Assessments

» Publications

» Review Log

~ Primary Resource Management



VCV Walkthrough - How to submit Additional Information Requested
or a proposal QC/Review

e® (<|[>| m - [)) & sb-astrazeneca-vev-preprod.veevavault.com V] © M ==

(]
(5 a2 Veeva Vault - Externally Sponsored Research i

Externally Sponsored Search Externally Sponsored Research VCV Pre-Prod ~

Heme  ESRInfo ~ Library  Global Directory v Reports ~

6 of 176 records in this list ¢ >

A pop-up box appears:
Add Info Requested/Local Proposal Review.

[ Extemally Sponsored Research

v Externally Sponsored Research: ESR-23-00018 (Additonal Information Requested &
€ Add Info Requested/Local Proposal Review 15 Apr 2023 Show less Complete
Instructions Additional Information was requested for study ESR-23-00018. Please see comments below. Additional instructions might be sent through Communication Log separately. undo acceptance

General Information

» General Information

Proposal Synopsis

Study Information » Proposal Synopsis € Add Info Requested/Local Proposal Review x
Investigational Products (1)
Product Shipments (0) » Study Information Additional Information was requested for study ESR-23-00018. Please see

comments below. Additional instructions might be sent through

Budget / Support Information
» Investigational Products €|  communication Log separately.

Payments (0)
. Performance Assessments (0) » Product Shipments *Required to proceed Gancel
Click Complete N e fippeblep g gl Complete
Review Log (1) » Budget / Support Information

Primary Resource Management (2)
» Payments

Primary Investigator & Site
Information

Site Personnel (1) » Performance Assessments
Sites (1)

‘Communication Log (0)

» Publications

Related Documents (3) }» Review Log

Submission Checklist

Workflow Timeline ~ Primary Resource Management &
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VCV Walkthrough - How to submit Additional Information Requested
for a proposal QC/Review

<> -y 0 & sb-astrazeneca-vev-preprod.veevavault.com & ot o=
o "/ Veeva Vault - Externally Sponscred Research +
W/ Vault Clinical sBx Externally Sponsored... v | Search Externally Sponsored Research VCVPePod+ \y &
If the Verdict of the HQ Proposal Review is Wome ESRinio - Lbrary  GibalDirecioy = Reports =B
Additional Information Requested, a new task £ Extmly Sponsared Resoaren Tttt <>
will be generated for the Investigator: Externally Sponsored Research: ESR-23-00023 Adsioraiiormaion Requeied & -

Add Info Requested/HQ Pr°p°s_a| Review e L B o T S o AT T R S o e o By = = = = = === === == = >
with Due Date and Instructions.

I General Information
» General Information
Proposal Synopsis

Study Information » Proposal Synopsis
Investigational Products (1)
Product Shipments (0} » Study Information

Budget / Support Information

» Investigational Products
Payments (0)

Performance Assessments (0) » Product Shipments

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

Follow the instructions and click Accept

Primary Resource Management (3)

§ » Payments
Primary Investigator & Site

Information

Site Personnel (1) » Performance Assessments

Sites (1)

» Publications

Communication Log (0)

Related Documents (3) » Review Log

Submission Checklist

Workflow Timeline » Primary Resource Management




VCV Walkthrough - How to submit Additional Information Requested

or a proposal QC/Review

Provide additional information based on the

b o

Comments, and additional communication -
(if applicable), and click Complete

A pop-up box appears:
Add Info Requested/HQ Proposal Review.

Follow the instructions and click Complete
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Veeva Vault - Externally Sponsored Research

Externally Sponsored... v | Search Externally Sponsored Research oo Q &£
Home ESRInfo~  Library  Global Directory v  Reports v .
(0 Externally Sponsored Research 10f 176 records in this list < >
Externally Sponsored Research: ESR-23-00023  Additional Information Requested s
© Add Info RequestedHa Proposal Review 15 Apr 2023 Show oss e
Instructions Addiional below. Addiional separately. ) omplete
I on

» General Information undo acceptance
Proposal Synopsis
Study Information » Proposal Synopsis
Investigational Products (1)
Product Shipments (0) » Study Information
Budget / Support Information

» Investigational Products
Payments (0)
Performance Assessments (0) » Product Shipments
Publications (1)
Review Log (1) » Budget / Support Information
Primary Resource Management (3)

» Payments
Primary Investigator & Site
Information
Sto Persoane (1) » Performance Assessments
Sites (1 inati

a0 » Publications
Communication Log (0)
Related Documents (3) *» Review Log
‘Submission Checklist
T D » Primary Resource Management
o ~ [ & sb-astrazeneca-vev-preprod.veevavault.com < O | =
‘Veeva Vault - Externally Sponsored Research ar
al sex Externally Sponsored ... v | Search Externally Sponsored Research. oo Q VCV Pre-Prod \y &

Home ESRInfo~  Library  GlobalDirectory v Reports v.
(03 Externally Sponsored Research 10f 176 records in this st < >
v Externally Sponsored Research: ESR-23-00023  Additonal Information Requested | &P
© Add Info Requested/HQ Proposal Review 15 Apr 2023 Show less

Instructions Additonal i . below. Additonal I I separately. e e
| General information
» General Information
Proposal Synopsis:
Study Information » Proposal Synopsis & Add Info Requested/HQ Proposal Review x
Investigational Products (1) E— |
Product Shipments (0). » Study Information ‘Additiona Information was requested for tudy ESR-23-00023.
Budget / Support Information: 9
» igational Products: Pl through
Payments (0) |2 TveshgeTions Todiee roud!
Communication Log separately.

Performance Assessments (0) » Product Shipments
Publications (1) ﬁ quired to proceed Cancel omplete

Review Log (1) » Budget / Support Informati
Primary Resource Management (3)

»
Primary Investigator & Site Repirnid
Information
Site Personnel (1) » Performance Assessments.
ST » Publications
Communication Log (0)
Related Documents (3) » Review Log
Submission Checkiist
Workflow Timeline » Primary Resource Management €
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VCV Walkthrough - How to submit a study Protocol

Protocol submission

eo0e (<> (D - [ & sb-

preprod. com

<

I8 DRAFT v6 24 May 2023 External User Guide.pptx

When a Proposal shows as Proposal Approved,
the Protocol may be submitted for QC and Review.

\'/Vault Clinical sex Externally Sponsored... ¥ | Search Externally Sponsored Research

Home ESRInfo » Library Global Directory v Reports »

[ Externally Sponsored Research

Externally Sponsored Research: ESR-23-00057 Proposal Approved

1) veeva vault -

o

Externally Sponsored Research

vovPePod - Ny K @

=on

1907224 records inthis list ¢ >

|

Acknowledgement » Primary Investigator & Site Information

General Information

Proposal Synopsis » Site Personnel

Study Information .
» Sites
Investigational Products (0)

Product Shipments (0) » Communication Log

Budget / Support Information

Upload the Protocol in the Related Documents

. PaymEhEIOT — — — — — — P> ~Related Documents
section (see How to upload a document) Miestones (5 e P et
Contracts
Project Status Updates (0) Name ~ Subtype Description Status Created By Created Date
ESR-23-00057 Details Report Draft System 19 Apr 2023 5:4

Classffication
Performance Assessments (0}
Regulatory Identifiers

Publications (1) » Submission Checklist

Initial Protocol should be selected from the

R L 2,
=enesa d) » Hold Details

} Primary Resource Management (5)

Document Type pick list when uploading the

Primary Investigator & Site
Information

» Workflow Timeline

Protocol.

Site Personnel (1)

Sites (1)
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VCV Walkthrough - How to submit a study Protocol

Protocol submission

The Protocol has been Saved but it has
not yet been submitted

To submit the Protocol,
click on the workflow icon

Select Submit Protocol from
the drop-down menu

Once the Protocol is submitted, the study
lifecycle state changes to Protocol in Review.

o - D) & sb-astrazeneca-vev-preprod.veevavault.com ¢ DEE
‘Veeva Vault - Externally Sponsored Research +
ical sBX Externally Sponsored... v = Search Externally Sponsored Re: oo VCV Pre-Prod £

Home ESRInfo~  Library  Global Directory v  Reports v -

0 Exteraly Sponsored Research < >
Externally Sponsored Research: ESR-23-00025 | Proposal Approved +. - & -

= START woR#Lo

eSas e o] L

~ Acknowledgement Submit Protocol
General Information Debament Check
Proposal Synopsis Withdraw Proposal
supportin s based < nsor and

Sidy nforation Principal Investy: that and faciiy CHANGE STATE mpletion of the
Investigational Products (1) Extemally Sponsored Research. [Sponsor and Principal Investigator represents and warrants to AstraZeneca t Place ESR On Hold Staff are properly

Product Shipments (0) registered d ya  training and experience for conduct of the Extarnally Sponsored Research. | have read and
" d the Terms 1 understand s g with Ast
Budget / Support Information
and does for . vauth touse o contact
Payments (0) phone, SMS, Fax or emall*. By below, | confirm and agree to all 3 of the statemens isted above,

Milestones (5)
Collection Notice® Click for more information
Contracts

Classification ‘Terms and Conditions*  Ciick for more information

Performance Assessments (0)
Instructions To save an please fil rked with

Regulatory Identifiers

*) under

proposal, please il n all the: «

Publications (1)

ReviewLog (1) |1 agree with the statements above.
Primary Resource Management (3)
Primary Investigator & Site

Information » General Information

an*)inall d sel,

Show more

ite P 1 (1,
EDRIEIEND » Proposal Synopsis
Sites (1)

Communication Log (0) » Study Information

[ & sb-astrazeneca-vev-prepradveevavault com

Vowua Vault - Externally Sponsored Research

Extomally Sponsored... ~ | Soarc

Home.

ESRinfo~  Lbrary  GicbalDirectory v Reporis »

[ Externally Sponsored Research

Jof @0 records inthis st < >

Externally Sponsored Research: ESR-23-00025 Protocol in Review v - & -
A\ Protocel QC 20 Mar 2023 Show less Accapt

Instructions Pratocol for study ESR-23-00025 is ready for local QC. Please make sure: - Protocel Atiachment is checked for completsness.

gement
= Acknowledgement
General Information
Proposal Synopsis
 upon s review and ang
Sty Information avallani for the cont and complesion of e
Investigational Products (1] " y are properly
Product Shipments (0) ot ienty = ihe Extemally Sponsored Research
the
Budget/ Support Information ©
ans " Research. 1 2t tomsaticn
Payments (0) me by teiephone, SMS, Fax or email . By icing Inis box besaw, | Confirm ane agree [0 all 3 of e salements llsied above
Miosiones (5)
Golleetion Netice® Gick for mare rformaton
Contracts
Classification Terms and Conditions* Click for mare information
Ferformance Assessments. (0]
Instructians: To save an iniked raposal, “Junder e

Reguiatory Identifiers progasal, please “yin sections and sel...
Publications. (1) Shaw mare

Review Log (1)

Primary Resource Management (3)

I agree with the statements above.

Primary Investigator & Site
Information » General Information
Site Personnel (1

o » Proposal Svnopsis
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VCV Walkthrough - How to submit Add

or a Protocol QC/Review

If the Verdict of the Protocol QC is Additional Information
Requested, the Investigator receives a notification and a task:
Add Info Requested/Protocol QC with Due Date and Instructions.

Note instructions and click Accept,
then provide Additional Information
for the Protocol as requested

Click Complete

Additional instructions may be sent separately
through the Communication Log.

—— ==

W Vault Clinical sex Extemally Sponsored... ~  Search Extemally Sponsored Researcn ao VCV Pre-Prod =

Global Directory = Reports =

Home

(L Extomally Sponsored Rassarch

Library

itional Information Requested

o & sb-astrazensca-uct-preprod esvavadit.com ¢ o =

/ Vowwa Wault - Externally Sponsored Rssearch 0

JeriROmesdsinslst < >

Externally Sponsored Research: ESR-23-00025  Adiional information Roguasted &

© Add Into RequestedProtocol GC 16 Apr 2023 Show ess

[ eneralintor

Proposal Synopsis
Study Infermation

Investigational Products (1)
Procuct Shipments (0)

Budget / Support Information
Payments (0)

Performance Assessments (0)
Publications (1)

Review Log (1)

Primary Resource Management (3)

Primary Investaator & Site
Information

Site Personnel (1)
sites (1)
Communication Log (0)
Related Documents (4)
Submission Gheckiist
Workflow Timeline

Insiructions Asaitanal Information was reguested for protacol ESR-23-00025. _Fiease see comments below. Adaiional instnuciions might be sen trough Communication Log separaiely. Accept

» General Information

+ Proposal Synopsis

» Study Information

» Investigational Products

+ Product Shipments

» Budget / Support Information
+ Payments

¥ Performance Assessments

¥ Publications

» Review Log

» Primary Resouree Management

a8 < > D~
BB

LY 8 sb-astrazeneca-vcv-preprod.veevavauit.com < 0 & | =
Veava Vault - Externally Spansared Research +
W/ Vault Clinical sex Extemal: ... ~ Search Extemally Spansared Researc an O VCV Pre-Prod = £
Global Directory = Reports = .

Home  E

3 Extemally Sponsored Research

Library

301180 recordp n thislist £

Externally Sponsored Research: ESR-23-00025 | Addifonal inormaiion Rogussied Complete

1©) Add Info Requested/Prolocel QC 16 Apr 2023 Show less undo acceptance

Instructions

p Prase sent troug separately

ey < e
Proposal Synopsis

‘Study Information

Investigational Products (1)
Procuct Shipments (0)

Budget / Support Information
Payments (0)

Performance Assessments (0)
Publications (1)

Review Log (1)

Primary Resource Management (3)

Primary Investigator & Site
Information

Sito Personnel (1)
sies (1)
Gommunication Log (0)
Related Documents (4)
Submission Checklist

Workflow Timeline

» General Information

¥ Proposal Synopsis

+ Study Information

» Investigational Products

+ Product Shipments

» Budget / Support Information

» Payments

¥ Performance Assessments.

» Publications

* Review Log

» Primary Resource Management




VCV Walkthrough - How to submit Additional Information Requested
for a Protocol QC/Review

88 < >0~ L & sb-astrazeneca-vev-praprod.yeevavault com & o & =

[ < I L * Veeva Vault - Externally Sponsored Ressarch

A pop-up window appears:

Add Info Req uested/Protocol QC V' Vault Clinical sex Extemally Sponsored ... ~ | Search Extemally Sponsored Research VeV PreProd -\ M
Home ESRInfo ~  Library  Global Directory »  Reports «
3 Extemally Sponsored Research Jof 180 records in thislist € >
= Externally Sponsored Research: ESR-23-00025 | Adiional information Requesled &

© Add Info Requested/Pratacel QC 16 Apr 2023 Shaw less
Instructions Additional information was requested for protocol ESR-23-00025.  Please see comments below. Additional instructions might be sant through Communication Log separately, undo acceptance

General Information

» General Information

Proposal Synopsis
Study Information » Proposal Synopsis & Add Info Requested/Protocol QC x
Investigational Products (1) ——
. . . Product Shipments (0) * Study Information Additional Informalion was requested for protocel ESR-23-00025,

Follow instructions and click Complete Budget / Support Information r

et » Investigational Products &8 pizase see comments below. Additional instructions might be sent through
Lyt ) Communication Log separately.
Performance Assessments (0) » Product Shipments
_______ Publications (1) _ _ _ _ _ _ o o o o — = = = = = = o _Pequiedtoproceed  __ _ _ _ _ _ _ GCano Complete

Review Log (1)

UGt f SO T O

Primary Resource Management (3)

Primary Investigator & Site
Information

» Payments

Site Personnel (1) » Performance Assessments

e » Publications.

Communication Log (0)

Related Documents (4) » Review Log

Submission Checklist

Workflow Timeline * Primary Resource Management &
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VCV Walkthrough - How to submit Additional Information

or a Protocol QC/Review

If the Verdict of the Local Protocol Review
is Additional Information Requested,

The study shows as

Additional Information
Requested.

Add Info Requested/ Local Protocol Review appears
in the taskbar with Due Date and Instructions.

Note instructions and click Accept
then provide updated Protocol

Click Complete

sb-astrazeneca-vov-preprod.veevavauit.com

Requested

Library (All Documents) v  Search documents @ Q
ESRInfo»  Library  Global Directory »  Reports ~
«Backto previous page
Externally Sponsored Research: ESR-22-00168 ' Additional information Requested Va
»
© Ad Info RequestediLocal Protacol Review 09 Aug 2023 Show lose >
Instructions Addional for protoca . rrough o) Accept
| General information

» General Information
Proposal Synopsis
Study Information » Proposal Synopsis
Investigational Products (1)
Product Shipments (0) » Study Information
Budget / Support Information

» Investigational Products
Payments (0)
Project Status Updates (0) » Product Shipments
Performance Assessments (0)
Publications (1) » Budget / Support Information
Review Log (2)

» Payments
Primary Resource Management (5) 4
Primary Investigator & Site
R » Project Status Updates
Site P 1 (1

LI » Performance Assessments
Sites (1)
‘Communication Log (0) » Publications
Related Documents (3)
Submission Checkist » Review Log
o v 0| = & sb-astrazeneca-vov-preprod.veevavault.com 9 o O =

D @ B
V/ Vault Clinical ssx

Home  ESRInfo v  Library

«Backo previous page

\/ Veeva Vault - Home - All Tasks

Library (All Documents) v

Global Directory »  Reports +

Externally Sponsored Research: ESR-22-00168  Addtional Information Requested

© Add Info RequestediLocal Protocol Review 09 Aug 2023 Showless

Instructions Additional

protocol el

] General Information
Proposal Synopsis
Study Information
Investigational Products (1)
Product Shipments (0)
Budget / Support Information
Payments (0)
Project Status Updates (0)
Performance Assessments (0)
Publications (1)
Review Log (2)
Primary Resource Management (5)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)

Communication Log (0)
Related Documents (3)

Submission Checklist

» General Information

» Proposal Synopsis

=T

I

Complete

undo acceptance

» Study Information

» Investigational Products

» Product Shipments

» Budget / Support Information

» Payments

» Project Status Updates

» Performance Assessments

» Publications

» Review Log
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VCV Walkthrough - How to submit itional Information
or a Protocol QC/Review -

Requested

th
2 8 = o 5
/Vault Clinical sex Library (All Documents) v | Search documents oo Q VCV Pre-Prod + &
Home ESRInfov  Library  Global Directory v  Reports v
«Back o previous page
' Externally Sponsored Research: ESR-22-00168  Addilonal information Requested | &
© Add Info Requested/Local Protocol Review 09 Aug 2023 Show less.
Instructions Additonal be sent og separatey s
A pop-up window appears: [[cereormeion
U » General Information
Proposal Synopsis
.
Add | nfo Req u ested / Loca I Protocol Re\"ew . Study Information » Proposal Synopsis & Add Info Requested/Local Protocol Review x
Investigational Products (1) —
Product Shipments (0) » Study i for protocol
Budget/ Support Information
> igational Products & ddtionalinstructons
Payments (0) e e
Communicaton Log separatey.
Project Status Updates (0) » Product Shipments
Pe 0)
[ = L L ] | e —— -

r Publications (1) » Budget / Support informatio, Complete

! Review Log (2)

1 » Payments
Primary Resource

1 N
P"m:‘f;tmes"vmf& Site » Project Status Updates

Follow instructions and click Complete il Sl e

Sites (1)
Communication Log (0) » Publications.

Related Documents (3)

‘Submission Checklist D REley

< v sb-astrazeneca-vcy-preprod veevavault.com
e B8 F % B -
\/ Vault Clinical sex Library (All Documents) v = Search documents oo Q VeV Pre-Prod ~ )

fome  ESRInfo v Library  Global Directory v Reports ~

The study shows as Protocol in Review and Add Info —
SmeittEd/LOC3| PrOtOCOl REViEW Wl” appear |n the taSkbar Externally Sponsored Research: ESR-22-00168  Protocol In Review .

for the user assigned to the task. e o I e ,

[Foomosgament
~ Acknowledgement
General Information

Proposal Synopsis

Study Information principal

Is based upon and

Investigational Products (1) Externally Sponsored Research.
Product Shipments (0)
Budget / Support Information
Payments (0)

and the conduct the

Milestones (3) a

Contracts
Project Status Updates (0)

Additional instructions may be sent separately e
Performance Assessments (0)

through the Communication Log.

Publications (1)

conduct of the Externally Sponsored Research.

Terms and Conditions",

Review Log (2)
Primary Resource Management (5)

Primary Investigator & Site

d Research".

Information

y telephone, SMIS, Fax or email*
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VCV Walkthrough - How to submit Additional Information Requested

or a Protocol QC/Review

If the Verdict of the HQ Protocol Review

is Additional Information Requested, Ut STUEly SDis 2

Additional Information

Add Info Requested/HQ Protocol Review appears Requested.

in the taskbar with Due Date and Instructions.

Click Accept, provide additional information
as requested, or upload the updated Protocol

Click Complete

r---F
1

Library

2 Extomally Spansorod Ressarch

Externally Sponscred Research: ESR-23-00022 ' Addtional Information Requested

& sb-astrazens ca-vev-preprod.veevavault.com

Veava Vault - Externaily Sponsored Resoarch

Externally Spansored...

vevpreprod - \o7 M

Global Directory = Reparts ~

]

Sotanrecamsimalst € )

©) Add nfo RequestadHQ Protocol Roview 16 Apr 2023 Shiw 055

hbe

Instructions

requested for

Piaase see

belaw. Addiianal i

-

Proposal Syropsis
Study Information

Investigational Produets (1)
Product Shipments (0]

Buaget f Support infermation
Payments (0)

Perfarmance Assessments (0]
Puslicatians (1)

Review Log (3]

Primary Resource Management (3)

Primary Investigator & Site
Information

Site Parsonnel (1)
Sites (1)
Communication Log (0)
Related Documents (5)
Submission Checklist

Workflow Timeline.

o8 (< > 0O«
CA=0ES

Home Library

0 Extamany Sponsored Ressaren

Externally Sponsored Research: ESR-23-00022 | Adsional information Requesied

+ General Information

+ Proposal Synopsis

» Study Information
+ Investigational Products

¥ Product Shipments

» Budget / Support Information

+ Payments

» Performance Assessments

¥ Publications
» Review Log

» Primary Resource Management

B 5261 TENCCA-VCH-DIED0UNEOVINIUILGOM

Veeua Vaull - Externally Sponsared Research

o O VGV Pre-Prod -

Global Directory ~  Reports =

Bof Wl records nhisist ¢ >

© Ao e RequesiedHa ProtocolReview 16 Apr 2020 St 058

Complete

saparatly. undo acceptance

Instructions

] General Information
Propesal Synapsis
Study Infarmation
Investigational Products (1)
Product Shipments (0)
Budget / Suppart Information
Payments (0)
Performance Assessments (0)
Publications (1)
Review Log (3)
Primary Resource Management (3)

Primary Investigator & Site
Information

Site Parsonnal (1)
Sites (1)
Communicatian Log (1)
Related Documents (5)
Submission Checkist

Workllow Timeline:

» General Information

» Proposal Synopsis

bel

it be sent

» Study Information

» Investigaticnal Products

¥ Product Shipments

+ Budget / Support Information

» Payments
* Performanca Assessments

» Publications.

» Review Log

+ Primary Resource Management
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VCV Walkthrough - How to su
or a Protocol QC/Review

A pop-up window appears:
Add Info Requested/HQ Protocol Review.

Follow the instructions and click Complete

The study shows as Protocol in Review.

mit Additional Information

Requested

oo O VCV Pre-Prod

i C sb-astrazeneca-vcy-preprodveevavault.com
> B F
Vault Extemally Sponsored ... =  Search Exterally Sponsored Research
Home ESRInfo»  Lbray  Global Direciory »  Reports v,
[ Extemally Sponsored Research

= Externally Sponsored Research: ESR-23-00022 ' Additoral information

60180 records i this st < >

©) Add Info Requested/HQ Protocol Review 16 Apr 2023 Show less

Workfiow Timeline

» Primary Resource Management €

Instructions Addtionsl roquested for Ploase see e
| Generat information
» General Information

Propesal Synopsis

Study Information » Proposal Synopsis & Add Info Requested/HQ Protocol Review x

Investigational Products (1) — |

Product Shipments (0) ¥ Study

Budget / Support Information o

e » Investigational Products €|  pease see comments belo. Addiional nsiuctions might be sen! tough

Gl Communication Log separately.

Performance Assessments (0) * Product Shipments.

Publications (1) 1 ‘Requiredo proceed Can C I t
Revewiog() .~ vBlidgel/ Support Informat omplete

Primary Resource Management (3)

» P ts

Primary Investigator & Sfte e

Information

e anel (1) » Performance Assessments

Sites (1

) » Publications.

Communication Log (0)

Related Documents (5) » Review Log

Submission Ghecklist

000 <

2 3 8

'/ Veava Vault - Externally Sponsored Research

\/Vault Clinical sax Exterally Sponsored... v Search Externally Sponsored Research

Home  ESRInfo ~
(03 Extemally Sponsored Research

Externally Sponsored Research: ESR-23-00061

Protocol In Review

=8

Sof68records inthislist < >

wledgement
» Acknowledgement
General Information

Proposal Synopsis » General Information
Study Information

Investigational Products (2) » Proposal Synopsis

Budget / Support Information

» Study Information
Project Status Updates (0)

Regulatory Identifiers
Publications (0)

* Investigational Products

Primary Investigator & Site » Budget / Support Information

Information

Ste Personnel (1) » Project Status Updates

Sites (1)
Communication Log (0) > Regulatory Identifiers
Related Documents (0) Y —
‘Submission Checklist

Workflow Timeline » Primary Investigator & Site Information

» Site Personnel

» Sites




How to create and

submit a Project Status VCV fOr ESR

Update (PSU)

Externally Sponsored Research

Return to Contents
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VCV Walkthrough - How to create and submit a Project Status Update

o v © @ sb-astrazeneca-vcy-preprod.veevavault.com < ©

G

\/ Veeva Vault - Externally Sponsored Research

W/ Vault Clinical sax Externally Sponsored... v  Search Externally Sponsored Research oo Q £
Home ESRInfo~  Library  Global Directory v  Reports v
[ Extemally Sponsored Research o0 recordsinthislist < >

Externally Sponsored Research: ESR-23-00019 Active w

S —— b
Once Request PSU has been selected from the workflow o sty suoy e T Ll
icon drop-down menu, the study shows as Active, and PSU ) e ot M
(Project Status Update) Requested with Due Date and e e JPRRS——
Instructions appears in the taskbar for the external user e s 0 | ﬂu

Regulatory Identifiers

( e. g o t h e I nve St i ga t (0] r) o Publications (1) Other Combination Therapy Ifyes, whom?  First Name, Last Name

Amendments (1)
R Study Code D5982C00029 ‘Support from outside Astrazeneca? No
Primary Resource Management (3) Project Code D5952 I Yes', please specify support
Primary Investigator & Site.
Information Detall Report ESR 23:00019 (10.1) Part of an Aggregate Program
Site Personnel (1)
n
D v C sb-astrazeneca-vev-preprod veevavault.com ® ° :
3 B & & +
\/ Vault Clinical sex Externally Sponsored... v = Search Externally Sponsored Research o O VCV Pre-Prod £
Home ESRInfo~  Library  Global Directory v  Reports v -
3 Extemally Sponsored Research tor20recontsintniskst < >
Externally Sponsored Research: ESR-23-00022 ' Actve ~ Dy &
© PSU Requested 01 Apr 2023 Show less.
- - e s —_———— - - Accept

| Acknowtedgement
~ Acknowledgement
General Information

Proposal Synopsis

Click Accept sty romatn '." R ——

Investigational Products (1) = y
Product Shipments (1) registered with appropriate regstration bodies and are sufiiently qualified by training y 1 have read and
the ' o
Budget / Support Information
‘and does not guarantee support for this Extemally Sponsored Research. | o contact
Payments (3) me by telephone, SMS, Fax or email . By tcking this box below, | confirm and agree 1o all3of the statements lsted above.

Milestones (7)
Collection Notice® Click for more information

Contracts
Project Status Updates (0) Terms and Conditions* Clck for more nformation
Classification
Instructions. please il in flelds (marked with an *) under the General Information secton.
Performance Assessments (0) proposal, (marked with an *)in all the remaining sections and sel.
Regulatory Identifiers ‘Show more.

Pubications (1) /1 agree witn the satements above

Amendments (0)

Review Log (4) » General Information

Primary Resource [6))

Primarv Investiaator & Site, » Pronosal Svnonsis



51

VCV Walkthrough - How to create and

To create a Project Status Update,

go to the Project Status Updates section
and click +Create

The Update Information sub-section shows up.

Complete the mandatory fields and click Save

000 < >| D~ L)
3 B B x

& sb-astrazeneca-vcy-preprod.veevavault.com

Veeva Vault - Externally Sponsored Research

submit a Project Status Update

Search Externally S

red Research

\/ Vault Clinical sax Externally Sponsored... v

&|

Home ~ESRInfo~  Lbrary ~ Global Directory v  Reports v

Externally Sponsored Research: ESR-23-00022 ' Active ~. D &
‘Acknowledgement » Contracts
General Information
T ~Project Status Updates
Study Information ShowinTab
TomaimamoamsT) — P+ Create 2
Product Shipments (1)
Budget / Support Information ]
Payments (3) No items found
Milestones (7)
Contracts
Project Status Updates (0)
Classification
@ » Classification
Regulatory Identifiers » Performance Assessments
Publications (1)
Amendments (0) » Regulatory Identifiers
Review Log (4)
Primary Resource @) » Publications
RS D » Amendments
| Site Personnel (1) D RETEn
>N o~ 0 @ sb-astrazeneca-vev-preprod.veevavauit.com ¢ o b =
* Veeva Vault - Externally Sponsored Research 4

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

@ Q VCV Pre-Prod + £
Home ESRIno~  Lbrary  Global Directory v  Reports v
[ Externally Sponsored Research > ESR-23-00022
Create ESR Project Status Update Cancel | Sava+
v/ Save
[ Upcate information .
~Update Information
System Details.
Extemally Sponsored Research ESR23-00022
‘Status Update Date 22 Mar 2023
Are there Milestone Updates?* () Yes | No
Are there Subject Enrollment ) Yes No
Updates?*
Are there SAE Information Updates?” ) Yes () No
Are you planning any study ) ves  No
publications?*
Are there Regulatory Updates?” ) Yes () No
Wilestone Change Approver
~ System Details
PSU Number Lifecycle State
Created By Last Modified By



VCV Walkthrough - How to create and submit a Project Status Update

Milestone Change Approver

If the answer to Are there Milestone Updates? is Yes,

the Milestone Change Approver field should be filled in.

Click on the Milestone Change Approver field
and select from the drop-down menu, then click Save

Alternatively, click the binoculars icon in the

Milestone Change Approver field and select a value
from the table in the pop-up box:
Search: Milestone Change Approver, then click Close
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e0e [<|>| (@~ [} & sb-astrazeneca-vov-preprodeevavaitcom [ o o
[ I < BN ‘Veeva Vault - Externally Sponsored Research
\/ Vault Clinical ssx Externally Sponsored... v Search Externally Sponsored Research o Q vovpePod -\ & (@

Home ESRInfo~  Library  Global Directory +  Reports v
[ Extemally Sponsored Research > ESR-23-00019

Create ESR Project Status Update

comt [ savn o

~ Update Information RECENT
System Detalls e
ESR Business Admin User 1

Externally Sponsored Research |
Abbie Phills
Status Update Date  Abby Lin
‘Acq Study Viewer
Aro there Milestone Updates?* | .qoouerContrbutor UAT

‘Acquired eTMF Power Contributor
Are there Subject Enrollment | 2011164 €TMF Power Contributor

Updates7 | 2cavired etmiuser

Acquired eTMFviewer
Are there SAE Acquired

Acquired StudyManagement

Are you planning any study
‘AcquiredeTMFcontributor UAT

publications?*

o060 < |>| @~ 0

 sb-astrazeneca-vcv-preprodeevavault.com

9 T« Veova Vault  Exterally Sponsored Research

AcauiredTMFviewer UAT
Are there Regulatory Ups
Adam Kohegyi
____________________ > Milestone Change Approver | | o
~ System Details
PSU Number Lifecycle State
Created By Last Modified By

<

Vault Clinical sBx Externally Sponsored ... + \ Search Externally Sponsored Research

© o =
T

oo Q VCVPre-Pmd - v £ @

comel[sovm s |

Home ESRInfo~  Library ~  Reports v
——— Search: Milestone Change Approver x
(03 Extemnally Sponsored Research > ESR-23-00019
and
Create ESR Project Status Updat [ Ja
[[Update information o e [
System Detalls e -
150011399 ¢ 1 /28 »

Name + Email Alternate Email Last Name Mobil

Abbie Phills Abbie.Phillis-Consultant@ Philis

AbbyLin abbylin@asirazeneca.con tn

Acq Study Viewer shamilLalphonsemary@as Viewer 5645¢

A oo jula uAT

Acquired €TMF Power Contributor renugadevi mani@astraze &TMF Power Contributor

acquired etmiuser manojkumarj@asirazenec etmfuser

Acquired eTMFviewer olgalabedz@astrazeneca TMFviewer

Io: PowerContributor
iga. StudyManagement
3 -
v Sy
Created By, Last Modified By,

Close s
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VCV Walkthrough - How to create and submit a Project Status Update

Project Status Update shows as Saved.

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

If there were updates to Enrolment metrics,
they will automatically be copied over to the Study
Information section.

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

el WAl 0 & sb- d om & oo

"/ Veeva Vault - Externally Sponsored Research

\'/Vault Clinical sBx Externally Sponsored... +  Search Externally Sponsored Research VCV Pre-Prod ~

Home ESRInfo~  Lbrary  Global Directory »  Reports v [ + creato | - |

[0 Externally Sponsored Research » ESR-23-00022

ESR Project Status Update: ESR-23-00022-PSU-22Mar2023 |~ Saved o &

J Update Information
~ Update Information
Milestone Update (0)

Subject Enrollment Update

Externally Sponsored Research ESR-23-00022
SAE Information Update Tmmm—
Publication Plans Update Status Update Date 22 Mar 2023
Regulatory Update

Are there Milestone Updates? Yes
System Details
Workflow Timeline Are there Subject Enrollment Yes
Updates?

Sharing Settings Are there SAE Information Updates? Yes

Are you planning any study Yes
publications?

Are there Regulatory Updates? Yes

Milestone Change Approver

» Milestone Update

» Subject Enroliment Update

» SAE Information Update




VCV Walkthrough - How to create and submit a Project Status Update

< |~ L} sh-astrazeneca-vev-preprod.veevavault.com J th B

VVault Clinical sBx Externally Sponsored... ¥ = Search Externally Sponsored Research VCV Pre-Prod ~ \.2_1 8
Home ESR Info « Library Global Directory « Reports -
3 Extemnally Sponsored Research 10f 20 records in this list ¢ >
Externally Sponsored Research: ESR-23-00022 | Adive ~ B | e
1 b PSU Requested 01 Apr 2023 Show less g Complete
1 Instructions Project Status update for study ESR-23-00022 is requested. Please, create a Project Status Update in the section "Project Status Update’ below and complete the task
1 undo acceptance
1 J Acknowledgement
~ Acknowledgement
1 General Information
1 Proposal Synopsis
1 Acknowledgement AstraZeneca'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
C | g k C I I | Stidy Information Principal Investigator having provided evidence satisfactory to AstraZeneca that adequate expertise and facilites will be available for the conduct and completion of the:
I C o m p ete Investigational Products (1) Externally Sponsored Research. [Spensor and Principal Investigator represents and warrants to AstraZeneca that] Principal Investigator and Study Site Staff are properly

Product Shipments (1) registered with appropriate registration bodies and are sufficiently qualified by training and experience for conduct of the Extemally Sponsared Research. | have read and

agree lo the contents of the Collection Notice and the Terms and Conditions*. | understand that completing this form expresses my interest in working with AsiraZeneca

Budget / Support Information -~ . B
and does not guarantee support for this Externally Sponsored Research™. | authorize AstraZeneca to use the contact information provided with this submission to contact

Payments (3) me by telephone, SMS, Fax or email* . By ticking this box below, | confirm and agree to all 3 of the statements listed above.

Milestones (7)
Collection Notice* Click for more information

Contracts
Project Status Updates (0) Terms and Conditions* Click for more information
Classification
Instructions To save an initiated proposal, please fillin all the mandatery fields (marked with an *) under the General Information section.
Performance Assessments (0) To submit your propesal, please fillin all the mandatory fields {marked with an *) in all the remaining sections and sel.
Regulatory Identifiers. Show mare

Publications (1) | 1agree with the statements above.

Amendments (0)

Review Log (4) » General Information

Primary Resour (3)

«_Primary & Sita » Pronnsal S
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VCV Walkthrough - How to create and

Milestone Update

submit a Project Status Update

© @ sb-astrazeneca-vey-preprod.veevavault.com [ o @ =
inical sex Externally Sponsored... v = Search Externa red Research o Q VCV Pre-Prod ~ £
Home ESRInfo~  Library  Global Directory +  Reports v
ESR Project Status Update: ESR-23-00022-PSU-22Mar2023 | saved D &
J Update Information publications?
Milestone Update (0)
‘Subject Enroliment Update
‘SAE Information Update Milestone Change Approver
Publication Plans Update
{ H 14 - Mi
If the answer to ‘Are there Milestones Updates? i Vit
ystem Details
. . Q| ShowinTab
was Yes, go to Milestone Update sub-section werdowsmaie = = B> | + Add
. ‘Sharing Settings
and click +Add
» Subject Enrollment Update
- . » SAE Information Update
All Milestones in Planned state can be selected
» Publication Plans Update
for an update.

o0 <|> M« LY @ sb-astrazeneca-vev-preprod.veevavault.com [ o & =
8 E[E] « Voeva Vault - Externally Sponsored Research +

Vault Clinical ssx Externally Sponsored ... v | Search Externally Sponsored Research

®Q

Home ESRInfo~  Library  Global Directorv. > Reports v
Search: ESR Milestone X
[ Externally Sponsored Research > ESR-23-00019
7+ ESR Project Status Update: E: Q
. | Update Information ~ Filters
A pop-up box appears: Search ESR Milestone. e +] o <] [rm “eo
Subject Enroliment Update
SAE Information Update
Publication Plans Update 3
Regulatory Update ~ Mi
System Details. 50% Enrolled 10 Apr 2023 10 Apr 2023 3424
First Study Subject In 22 Mar 2023 22 Mar 2023 3200
I h .I d b' Sharing Settings Last Study Subject In o1 Jun 2023 o1 sun 2028 w500
Select the Milestone, e.g., Last Study Subject . e = — o R O | Lcos comeaLanat A A o

Last Visit in the table, and click OK

24

lal

» Publicat A

Cancel

1 0f 1 records i this list

D- | &

! il

» Regulatory Update




VCV Walkthrough - How to create and submit a Project Status Update

Updates to Milestone

Last Study Subject Last Visit shows
in Milestone Update sub-section.

Click on Last Study Subject Last Visit
— if the Milestone is being updated with the actual date,
the Milestone is Achieved box should be ticked

You can also update the fields directly in the table view
by double-clicking on the field. Updated Date and Reason
for Change are mandatory fields (see Steps 11 and 12).

Open the Updates to Milestone sub-section
and click pencil icon top right
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000 <|>| M| ©

=S / Veova Vault - Externally Sponsored Resear

& sb-astrazeneca-vov-f preprod.veevavaul it.com

9 ©

rch

/ Vault Clinical ssx Externally Sponsored... v  Search Externally Sponsored Research

o Q VovPePod- \ &£ @

Home  ESRIni

Library  Global Directory v Reports ~

[ Extemally Sponsored Research > ESR-23-00019

1.0t 1 records in his st

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved Dy &
Update Information publications?
Milestone Update (1)
Are there Regulatory Updates? Yes
‘Subject Enroliment Update
SAE Information Update Milestone Change Approver ESR Business Admin User 1
Publication Plans Update
Regulatory Update ~ Milestone Update
LD +Add Q| showinTab o1 e
Workflow Timeline
Name o Date I Fnish Date Milestone is achleved Reason for Change

Sharing Settings - _ [ 015ep 2023

» Subject Enroliment Update

» SAE Information Update

» Publication Plans Update

» Regulatory Update

» System Details

< @ |v sb-astrazeneca-vcv-preprod.veevavault.com a

2 5 8 &

\/ Vault Clinical sax: Externally Sponsored... v Search Externally Sponsored Research

@ Q VCVPra-Prod - v £ @

Home ESRInfo~  Lbrary  GlobalDirectory v  Reports v

£ Externally > >

ESR Selected PSU Milestone: Last Study Subject Last Visit  saved

=8

1 0f 1 records in this list

~ Details
Updates to Milestone

Workflow Timeline.

ESR Milestone Last Study Subject Last Visit

Sharing Settings

~ Updates to Milestone

Current Planned Finish Date 01 Jun 2023
Updated Date

Reason for Change

» Workflow Timeline

ESR PSU Number ESR-23-00023-PSU-22May2023

Current Actual Finish Date

t'Other’, reason for change
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VCV Walkthrough - How

Updates to Milestone

© @ sb-astrazeneca-vev-preprod.veevavault.com

Veeva Vault - Externally Sponsored Research

Externally Sponsored... v  Search Externally

Home ESRInfo ~  Library  Global Directory v Reports v

(0 Extemally Sponsored Research > ESR-23-00019 > ESR-23-00019-PSU-22Mar2023

ESR Selected PSU Milestone: Last Study Subject Last Visit « saved

to create and submit a Project Status Update

®Q

=8

10f 1 records in this list

v Details
d d d d Updates to Milestone
Add Updated Date —mmmm—--- e
Sharing Settings
~Updates to Milestone
____________________________> Updated Date Today [ Milestone is achieved
Select Reason for Change from the pick list | womer monrcnge
» Workflow Timeline
L) [} < o 0 =

Veeva Vault - Externally Sponsored Research

Exterally Sponsored... +

Search Externally

arch

Home ESRInfo ~  Library  Global Directory v Reports v

3 Extemally Sponsored Research > ESR-23:00019 > ESR-23-00018-PSU-22Mar2023

ESR Selected PSU Milestone: Last Study Subject Last Visit ' saved

10f 1 records in this list

Tick Milestone is achieved if you are providing

~ Details

ESR PSU Number ESR-23-00019-PSU-22Mar2023

Current Actual Finish Date

flestone is achieved

h I f h . I 1 Updates to Milestone
the actual date for the milestone X e
ESR Milestone Last Study Subject Last Visit
: Sharing Settings
1
1
1
1 ~ Updates to Milestone
1
1 Current Planned Finish Date 01 Sep 2023
Click Save -1
Reason for Change .

*» Workflow Timeline

I£'Other’, reason for change
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VCV Walkthrough - How to create and submit a Project Status Update

Subject Enrolment Update

) & sb-astrazeneca-vev-preprod veevavault.com [ o b =

\/ Veeva Vault - Externally Sponsored Research

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

Home ESRInfo~  Library  Global Directory v  Reports v
[ Extemally Sponsored Research > ESR-23-00019 1 01 1 records i ths list

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023  saved

S

1 1 Update Information
1 Milestone Update (1) » Milestone Update
1 ‘Subject Enroliment Update
. . ~ Subject Enroliment Update
l ‘SAE Information Update
When opened, the Subject Enrolment Update sub-section X T
S OWS W I O r I g I n a Va u e S I n e a C I e . 1 System Details Current Actual No. of Enrolled 0 Updated Actual No. of Enrolled 0
Workflow Timeline
1 Current Planned No. of Entered 100 Updated Planned No. of Entered 100
1 Treatment Treatment
‘Sharing Settings
I Current Actual No. of Entered 0 Updated Actual No. of Entered o
1 Treatment Treatment
I Current Planned No. of Completed 90 Updated Planned No. of Completed 90
1
Current Actual No. of Completed 0 \Updated Actual No. of Completed 0
1
1
» SAE Information Update

1

To update the fields click pencil icon top righ e

» Regulatory Update

0 <|>| D~ L & sb-astrazeneca-vcv-preprod.veevavault.com ¢ o & =
8B = Y/ Vaova Vault - Extarnaly Sponsored Research
/Vault Clinical ssx Externally Sponsored... v | Search Externally Sponsored Research @ O VCV Pre-Prod ()
Home ESRInfo~  Library  Global Directory v  Reports v .
[ Extemally Sponsored Research > ESR-23.00019 1 0f 1 records n this lst
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 ' saved E <l « Save

Update Information
P » Milestone Update

Milestone Update (1)
‘Subject Enrollment Update ~ Subject Enroliment Update

‘SAE Information Update Updated Planned No. of Enrolled” &

Publication Plans Update Current Planned No. of Enrolled 100
Regulatory Update
System Details Current Actual No. of Enrolled 0 quea Actual No. of Enrolled B
H H H Workflow Timeline Current Planned No. of Entered 100
Update applicable fields and click Save e Updated Planned No. of Entered 5
Sharing Settngs Current ActualNo. o Entered 0 Treatment®
Treatment
Current Planned No. of Completed 90 Updated Actual No. of Entered g
Treatment*
Current Actual No. of Completed 0
» SAE Information Update Updated Planned No. of Completed” &

L EbAcalion Flers Upeale Updated Actual No. of Completed” &

» Regulatory Update

» System Details
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Subject Enrolment Update

The Subject Enrolment Update sub-section
shows with updates.

Update

Vault Clinical sex

Home ESR Info =

Library

& sb- preprod. .com (v}

Externally Sponsored. ..

Global Directory v Reports

"/ Veeva Vault - Externally Sponsored Research

~ | Search Externally Sponsored Research VCV Pre-Prod

3 Extemally Spansored Research > ESR-23-00019

7 ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved

1 of 1 records in this list

oo

Update Information
Milestone Update (1)
Subject Enroliment Update
SAE Information Update
Publication Plans Update
Regulatory Update

System Details

Workflow Timeline

Sharing Settings

» Milestone Update ¢

~ Subject Enroliment Update

Updated Planned No. of Enrolled 8

Current Planned No. of Enrolled

Curr

Current Planned No. of Entered
Treatment

Current Actual No. of Entered
Treatment

Current Planned No. of Completed

Current Actual No. of Completed

» SAE Information Update

o

]

Updated Actual No. of Enrolled

-

2

Updated PI d No. of Entered 12
Treatment

Updated Actual No. of Entered 11
Treatment

Updated Pl d No. of Completed 11

Updated Actual No. of Completed 9

} Publication Plans Update

» Regulatory Update

» System Details
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Serious Adverse Event Information Update

> B

W/ Vault Clinical sex Externally Sponsored... ~ o £
Home Library ~ Global Directory +  Reports ~
3 Extmaly Sponsored Research > ESR.23.00018 1o records n s st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 ' saved I» B2 ﬁ
updaluln!orm;nn---__----__----__----__----__----__-----’
o » Subject Enroliment Update
Subject Enrollment Update « SAE Information Update
- - SAE Information Update
When opened, the SAE Information Update sub-section e
pd: 1 confirm the SAE has been reported
o ¢ . ) Regulatory Update
hows with ‘l confirm the SAE has been reported.
Workflow Timeline
Sharing Settings.
» Publication Plans Update
» Regulatory Update
» System Details
» Workflow Timeline
Click the pencil icon top right to open the fields
eoe® < m v © & sb-astrazeneca-vev-preprod.veevavault.com ¢ ©
5 8 " « Veeva Vaut - Extornaly Sponsred Research
Home Library  Global Directory v Reports +
[ Exemaly Sponsored Research > ESR.23-00019 1o records n s st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 ' saved
e e e e e e — .
1 » Milestone Update
I Milestone Update (1)
1 Subject Enroliment Update » Subject Enroliment Update
1 SAE Information Update
1 Publication Plans Update ~ SAE Information Update
. . 1 Regulatory Update
Click Yes or No then click Save | I confirm the SAE has been raported | Yes | No
1 Workflow Timeline

Sharing Settings

» Publication Plans Update
» Regulatory Update
» System Details

» Workflow Timeline
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Serious Adverse Event Information Update - e s : oo

3 B "/ Veeva Vault - Externally Sponsored Research

/ Vault Clinical ssx Externally Sponsored... v Search Externally Sponsored Research o Q VCV Pre-Prod &£

Home ESRInfo~  Library  Global Directory v  Reports v

3 Extemaly Sponsored Research > ESR-23-00019 1011 records n this st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 ' saved D &
Update Information bl
ne Update (1) » Subject Enrolment Update
Subject Enrollment Update
SAE Information Update ~ SAE Information Update
H ‘ ’ H Publication Plans Update
If Yes is selected, ‘Yes’ shows up in the —— et e sac s eenmrrs Y

System Details

SAE Information Update sub-section. st mmans

Sharing Settings
» Publication Plans Update
» Regulatory Update
» System Details
» Workflow Timeline
e0e (<[>|(m| D) & sb-astrazeneca-vov-preprod.veevavault.com © o o

* '/ Veeva Vault - Externally Sponsored Research

\/ Vault Clinical ssx Externally Sponsored... v  Search Externally Sponsored Research Q VCV Pre-Prod ~
Home ESRInfo~  Library  Giobal Directory v  Reports v
3 Extemally Sponsored Research > ESR-23-00019 1 0f 1 records in this st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023  saved D &

Update Information t

| Miestone pdate (1) » Subject Enrollment Update
Subject Enrollment Update.

SAE Information Update ~ SAE Information Update

If No is selected, ‘No’ shows up in the pustcaten s Ut st | NG

Regulatory Update

System Details

SAE Information Update sub-section. i

Sharing Settings

» Publication Plans Update

» Regulatory Update

» System Details

» Workflow Timeline
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Publication Plans Update

When opened, the Publication Plans Update
sub-section shows with instructions.

Click the pencil icon top right

Provide likely timing and details
for Publication Plans, and click Save

submit a Project Status Update

e0e (< >|(mv © @ sb-astrazeneca-vov-preprodeevavault.com

B B " / Veeva Vault - Externally Sponsored Research

W/ Vault ical sBx Externally Sponsored... v = Search Externa! ored Research oo Q
Home ESRInfo~  Library  Global Directory v  Reports v

[ Extemally Sponsored Research > ESR-23-00019

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved

1 0f 1 records in this st

> &

Update Information i

one Update (1) » Subject Enroliment Update

P>

Subject Enroliment Update

SAE Information Update » SAE Information Update

Publication Plans Update
~ Publication Plans Update

Regulatory Update
System Details
gand Please, typ

Workflow Timeline details
Sharing Settings

» Regulatory Update

» System Details

» Workflow Timeline
000 <|>| D~ © & sb-astrazeneca-vev-preprod.veevavault.com [ o b 9=
-3 * Veeva Vault - Externaly Sponsored Research

\/ Vault Clinical ssx Externally Sponsored... v Search Externally Sponsored Research

o Q VCV Pre-Prod ~ £

Home ESRInfo~  Library  Global Directory v Reports v

£ Extemally Sponsored Research > ESR-23-00019

1 0f 1 records in this st

cancel Save

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023  saved
Update Information S
Milestone Update (1) » Subject Enroliment Update
‘Subject Enroliment Update
SAE Information Update » SAE Information Update

Publication Plans Update

~ Publication Plans Update
Regulatory Update

System Details
Please provide likely timing and | Please, type your response i here

Workflow Timeline
details

Sharing Settings

» Regulatory Update

» System Details

» Workflow Timeline
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Publication Plans Update

The Update shows in the Publication Plans Update

sub-section.

eoe (<> m- o & sb- preprod. com < 0| o =
?:TT "/ Veeva Vault - Externally Sponsored Research R
\'/Vault Clinical sBx Externally Sponsored... ~ | Search Externally Sponsored Research VCV Pre-Prod =
Home ESRInfo ~  Library  Global Directory »  Reports v -
[ Externally Sponsored Research > ESR-23-00019 1 of 1 records in this list
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved > R4

P

Update Information

] ostonalnoatel(l) » Subject Enrollment Update
Subject Enrollment Update

SAE Information Update » SAE Information Update

Publication Plans Update .
+ Publication Plans Update
Regulatory Update

System Details
Please provide likely timing and Likely timings/details

Workflow Timeline details

Sharing Settings

» Regulatory Update

» System Details

» Workflow Timeline
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Regulatory Update

When opened, the Regulatory Update sub-section shows
with IRB/EC Approval Date and IRB/EC Expiration Date.

Click the pencil icon top right to open fields

Edit the fields and click Save

submit a Project Status Update

© O [ & J[ =|

\/ Veeva Vault - Externally Sponsored Research

Externally Sponsored... v | Search Exterally Sponsored Research

oo Q VCV Pre-Prod ~. £

Home ESRIno~  Library  Global Directory v  Reports v

[ Extemally Sponsored Research > ESR-23:00019

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved

=8

1.0f 1 records in this st

> &

Update Information -

»

| Miestone pdate (1) » Subject Enroliment Update
Subject Enroliment Update

. » SAE Information Update

Publication Plans Update y
» Publication Plans Update
Regulatory Update

System Details ~Regulatory Update

Workflow Timeline

IRB/EC Approval Date 22 Mar 2023

IRBEC Expiration Date

Sharing Settings

» System Details
» Workflow Timeline

eo0e < >| m-«~ 0  sb-astrazeneca-vov-preprod.veevavault.com ¢ o b

NI Veova Vault - Extornaly Sponsored Research

AVAVZT S al sBX Externally Sponsored... v | Search Externally Sponsored Research o Q VCV Pre-Prod £

Home ESRInfo~  Library  Global Directory v  Reports v
3 Extemally Sponsored Research > ESR-23:00019 1 0f 1 records n this st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023  saved L «/ Save
esTe Opuae =
Update Information
] Milestone Update (1) » Subject Enroliment Update

Subject Enroliment Update

SAE Information Update » SAE Information Update

Publication Plans Update
» Publication Plans Update

Regulatory Update

System Details. ~Regulatory Update

Workfiow Timeline

IRBIEC Approval Date | 22 Mar 2023 & | Today IRBIEC Expiration Date | 22 Mar 2023 Today

Sharing Settings

» System Details

» Workflow Timeline
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Regulatory Update

The Regulatory Update sub-section shows with updated dates.

eoe (<[>|[(m~
3| B 8|

© a ¢ 0 | =

'/ Veeva Vault - Externally Sponsored Research

WV Vault Clinical ssx Externally Sponsored... v  Search Externally Sponsored Research o Q vevprepod - \7 & @

Home  ESRInfo +

Global Directory +  Reports -

03 Externally Sponsored Research > ESR-23-00019 1 0f 1 records In this list

ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | saved D &

Update Information
Milestone Update (1)
Subject Enrollment Update
SAE Information Update
Publication Plans Update
Regulatory Update
System Detals

» Subject Enrollment Update
» SAE Information Update

» Publication Plans Update

~Regulatory Update

Workflow Timeline

IRBIEC Approval Date 21 Mar 2023 IRBIEC Expiration Date 22 Mar 2023
Sharing Settings

When the PSU is approved, the updated Regulatory dates e
will automatically change in the Regulatory Identifiers section. + Workiow Tinine

OC0 R9ed LaiE 103 0 [ ot =
53 B ox / Veeva Vault - Externally Sponsored Research |
E,.ema”ys.,onsma... | Sevn Eamaly Sporsored Researn ™0 vovrered - Y & @
Home ESRInfo~  Library  Global Directory +  Reports v n
3 Exteraly Sponsored Research > ESR 2300019 T 1 of 1 records n thisfist
Select Submit from the workflow icon top right i ——————— S e BR| 2 -
————————————————————————————————————————————————————————— Submit

tO S u b m it th e PS U Milestone Update (1) » Subject Enroliment Update

Subject Enrollment Update
SAE Information Update » SAE Information Update

Publication Plans Update .
» Publication Plans Update

Regulatory Update
System Details ~Regulatory Update

PSU Number Avre there Milestone Updates? Workflow Timeline

T e - IRBIEC Approval Date 21 Mar 2023 IRBEC Expiration Date 22 Mar 2023

The PSU may also be submitted by clicking e W [T
on the PSU number in the Project Status Updates section b

EDIT
and selecting Submit from the drop-down menu. ¥ Classification & o » Sytam Dealn
[0} Copy Record
¥ Performance Assessmg VIEW » Workflow Timeline
T Audit Trail N

+ Regulatory Identifiers ~ sr Sharing Settings
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P .
S U reVI eW 006 < |>| @O~ ©° & sb-astrazeneca-vev-preprod.veevavault.com < o

3 B " / Veeva Vault - Externally Sponsored Research |
Home ESRInfo~  Library  Global Directory v  Reports v .
[ Extemally Sponsored Research > ESR-23-00019 10f 1 records in this st

The Local Coordinator reviews the PSU. ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 Reveand esiori &
If the Verdict of the review is Additional Information O i e e

— tcton P S scas or i ES 30013 s bgh stk 01 0 SO PRBED S0 BOMIBIIN o o s o o o = ) [RASCS

Requested, PSU sent for review and resubmit appears in I ~Updst fornaton
the taskbar with Instructions for the external user S ren Ve Sty s S50
(e.g., the Investigator). e R ——
System Detalls pdates? es

Sharing Settings Are there SAE Information Updates? Yes

Are you planning any study Yes
publications?

Are there Regulatory Updates? Yes

Click Accept and update the PSU based eson crrg o €5
on the comments provided Tl

) a ¢ o &

"/ Veeva Vault - Externally Sponsored Research

red Research oo Q VCV Pre-Prod ~

Externally Sponsored... v | Search Externally

Home ESRInfo~  Lbrary  Global Directory v  Reports v
[ Extemally Sponsored Research > ESR-23-00019 10f 1 records in this list
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | Review and Resubmit &
© PSU sent for review and resubmit Show less

[ Cpaat ioms

= ~ Update Information undo acceptance
Milestone Update (1)

Click Complete o ——

Externally Sponsored Research ESR-23-00019
‘SAE Information Update

Publication Plans Update Status Update Date 22 Mar 2023
Regulatory Update
Are there Milestone Updates? Yes
System Detalls
Workflow Timeline Are there Subject Enroliment Yes
Updates?
Sharing Settings

Are there SAE Information Updates? Yes

Are you planning any study Yes
publications?

Are there Regulatory Updates? Yes

A ESRBL dmin User 1

» Milestone Update
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PSU review

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

See Comments and click Complete

Select Resubmit from the workflow icon top right

> (D~ ) & sb-astrazeneca-vcv-preprodeevavault.com ¢ O M| =
* / Veeva Vault - Externally Sponsored Research +
Vault Clinical sBx Externally Sponsored ... v | Search Externally Sponsored Research oo Q VeV Pre-Prod \y &

Home ESRInfo~  Library  Global Directory v  Reports v
3 Extemaly Sponsored Research > ESR23-00019 1 of 1 records in this st
' ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 ( Review and Resubmit &
© PsU sent for review and resubmit Show less. Complete

Instructions Project study bel

undo acceptance

[ Update information

~ Update Information

Milestone Update (1)

vty Sponsoreaeses PSU Sertforreview and resubmit x
SAE Information Update
Publication Plans Update. Project Status upd: iy ESR-23.00019 has been sent back for review

—— and has o beresubmited. Piease see commens below:
(=3 A Are there Milestone Update
Systom Detalls
“Requied to proceed
T L s Sl Complete

Sharing Settings

Are there SAE Information Updates? Yes.

Are you planning any study Yes
publications?

Are there Regulatory Updates? Yes.

Milestone Change Approver ESR Business Admin User 1

» Milestone Update &

0  sb-astrazeneca-vev-preprod.veevavault.com ¢ o & =

Veeva Vault - Externally Sponsored Research

Externally Sponsored... v  Search Externally Sponsored Rese Y VCV Pre-Prod &£
Home - Library  Global Directory v Reports + + Cro
[ Extemally Sponsored Research > ESR-23-00019 1 of 1 records n his st
ESR Project Status Update: ESR-23-00019-PSU-22Mar2023 | Review and Resubmit Dy &
- START WORKFLOW
~ Update Information Resubmit

Milestone Update (1)

Subject Enroliment Update
Externally Sponsored Research ESR-23-00019
‘SAE Information Update

Publication Plans Update Status Update Date 22 Mar 2023
Regulatory Update
Are there Milestone Updates? Yes
System Detalls
Workflow Timeline Are there Subject Enrollment Yes
Updates?
Sharing Settings

Are there SAE Information Updates? Yes

‘Are you planning any study Yes
publications?

Are there Regulatory Updates? Yes
Milestone Change Approver ESR Business Admin User 1
» Milestone Update

» Subject Enroliment Update

» SAE Information Update
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Project Status Update accepted

sh-a5tra zen Aca-voy-|E-davvaevaua il com

W Vault Clinical ssx Exiemelly Sponsored... w | Search Externally Sponsersd Resaarch
When AstraZeneca has completed the review Home  ESRint - Loy  ClobalDieetoey - Reponts -
of the PSU and approved it, Project Status Update £ Etemoty Spomscres emeorch > €522 00237 sl ¢
shows as Accepted. ESR Project Status Update: ESR-22-00277-PSU-24Nov2022  Accepted
Update Informal
If there were updates to Milestones, Miesons Uptlo (1) e
they will automatically be copied over s ExtematySpansare Recesrcn £51220077
Publication Plans Update Status Update Date 24 Moe 2022

to the Milestones section.
Regulatory Update
Are there Milestone Updates? Yes

Systam Datalls

If there were updates to Enrolment metrics, Worklow Tieine =
pdates?

they will automatically be copied over Sharing Setings e e et b

to the Study Information section. R ——

publcations?

Ara thara Ragulatory Updatas? Yas

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

Milestane Change Approver Sysem

» Subjest Enrediment Update

* SAE Information Update
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VCV Walkthrough - How to create an Amendment

0 @ sb-astrazeneca-vcv-preprod.veevavault.com ¢

) * Veoa Vult - Eternally Sponsored Research
- .
\/Vault Clinical ssx Externally Sponsored... + ch Externally Sponsored Research @ O £
Homo ESRIo -  Lbray  GiobalDirectory =  Reporis ~ =3B
Externally Sponsored Research: ESR-23-00019  Protocol Approved . D &P e
Acknowledgement
General Information » Primary Investigator & Site Information
Proposal Synopsis
s
Study Information Site Rersonnel
Investigational Products (1) » Sites
Product Shipments (0)
Budget / Support Information » Communication Log
Payments (0)
Milestones (5) v Related Documents
. . Contracts Q  showinTab 1404
Open the Related Documents section and click +Add e - —— P+ Add .
~ Subtype Description Status. Created By Created Date
Performance Assessments (0)
Regulatory Identifiers
Publications (1)
‘Amendments (0)
Review Log (3)
Primary Resource Management (3)
Primary Investigator & Site
Information » Submission Checklist
Site Personnel (1)
Sites (1) » Hold Details
>I@ v b & sb-astrazeneca-vev-preprod.veevavault.com 3
cal sBX Externally Sponsored... v arch Externally Sponsored Research o Q \V/CV Pre-Prod
Homo ESRIo -  Lbray  GiobalDirectory =  Reporis v =3B
To upload an Amendment, Externally Sponsored Reseersh: ESR.23.00015 (IR | -
see How to upload a document. rtnctedgomrt , ST
General Information » Primary Investigator & Site Information
Proposal Synopsis
s
Study Information Site Rersonnel
Investigational Products (1) » Sites
Product Shipments (0)
Budget / Support Information » Communication Log
Payments (0)
Milestones (5) v Related Documents
Contracts + Add Q  showinTab 15015
Classification
Name ~ Subtype Description Status. Created By Created Date
Performance Assessments (0)
Regulatory Identifiers
Once added, the Amendment shows B - ey p——y— oo o SR Lol Cootratorer 17 ber 20231
ublications (1
. h R I d D . ‘Amendments (0)
In the Relate ocuments section. i e300 Deais Report Sysem

Primary Resource Management (3)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)

*» Submission Checklist
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o
©
=3
8

© & sb-astrazeneca-vov-preprod.veevavault.com

Veeva Vault - Externaly Sponsored Research

\/ Vault Clinical sax Externally Sponsored... v Search Externally Spon:

Research o Q VGV Pre-Prod &£

Home  ES Library ~ Global Directory v Reports n
3 Externaly Sponsored Research 9or180recorss inthis st < >
Externally Sponsored Research: ESR-23-00019  Protocol Approved ~ D~ &
Acknowledgement ~ Amendments

General Information

Open the Amendments section and click +Create e oo TREE -t Create

Investigational Products (1)

Q| shownTa

Product Shipments (0) No items found
Budget / Support Information

Payments (0)

Milestones (5)

Contracts

Classification » Review Log

Performance Assessments (0)

S —— » Primary Resource Management

Rulicatons (1) » Primary Investigator & Site Information
Amendments (0)
Review Log (3) » Site Personnel
Primary Resource Management (3)

A pop-up box appears: Create ESR Amendment Frmary esilr .5t —

pop-up pp : .

Stte Personnel (1) » Communication Log
Sites (1)
[} o v L @ sb-astrazeneca-vev-preprod.veevavault.com

Veeva Vault - Externally Sponsored Research

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

Home ESRInfo~  Library  Global Directory v  Reports v.
. [ Extemally Sponsored Research 90f 180records inthislist < > _
Complete the mandatory fields * Extermaly SponsoreclRase] - D & -
‘Acknowledgement ~|  vAmendments
v s (1) — -
Product Shipments (0) Amendment Date — =]
e .
Milestones (5) Date say
When the user clicks on the binoculars icon in the Chsststn s -
mandatory Amendment Document 1 field, the et s - [— =
Amendment that was added to the Related Documents lomris@ N
; . . o Fovewos 3 o ]
section will appear in the pick list. indumnant il
:.:::,:M, o » Communication Log
Sites (1)

A Dalatad Narimants.
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Select the Amendment and click Close

Fill in the remaining mandatory field and click Save

& sb-astrazeneca-vcy-preprod.veevavault.com ¢ o &

]« 1/ eeva Vauit - Exernaly Sponsored Research

Select Document

Fields Q| B AIDcuments
> Fiters

4 Document Name

[ Budget - ESR-22-00001 (v0.1)
ESR-0006
Externally Sponsored Research Documents > Budget
&) Protocol Amendment - ESR-23-00023 (v0.1)
ESR-0465

@ sb-astrazeneca-vcv-preprodeevavault.com

3 "/ Veeva Vault - Externally Sponsored Research

| %
Vault Clinical sBx Externally Sponsored ... v | Search Externally Sponsored Research

Home ESRInfo -  Library  GlobalDirectory ~  Reports +

(=]
Create ESR Amendment
' Externally Sponsored Rese:
Acknowledgement S| ~Amendments
General Information [
Proposal Synopsis 0 T AmendmeniNumber — — T T T 7 P> oeccrptoncrchange: @
Sy A Amendment Type* - i
Investigational Products (1)
Product Shipments (0) Amendment Date
Today
Budget / Support Information
Payments (0) Amendment Decision
Date
Milestones (5) Today
Contracts P b
Cia . ™ ™
ssification »
Performance Assessments (0) T‘ Amendment Document 2 s
Regulatory Identifiers ‘j
‘Amendment Document 3 .
Publications (1) ‘;l
| Amendments (0) =
(A E Cancel | Save + Create
Primary Resource Management (3) -
Primay Invesigator & S psles
Information

Site Personnel (1) » Communication Log

Sites (1)

‘ _» Related Doctiments
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< v C ‘sb-astrazeneca-vev-preprod.veevavault.com ¢ © 1
5 B E 2 s
Home ESRInfo~  Library  Global Directory v  Reports v [+ create | - ]
0 Exteraly Sponsored Research o180 recordsinthislist < >
Externally Sponsored Research: ESR-23-00019  Protocol Approved . D &
Acknowledgement ~Amendments

General Information

The Amendment Number shows in the Amendments section. ———— Q) swownr

|= = = = = = = = o lesisatienal Biocueis () — =P Esr23000t0.Amend Revised Protocal Descrpton of Change Submited
1 Product Shipments (0)
| Budget / Support Information
Payments (0)
1 Miestones (5) » Review Log
1
Contracts ~
1 » Primary Resource Management
Classification
I Performance Assessments (0) » Primary Investigator & Site Information
1 Regulatory Identifiers
1 Pubications (1) » Site Personnel
. 1 Amendments (1) .
Click on the Amendment Number S m e mm - | » ses
Review Log (3)
Primary Resource Management (3) » Communication Log
Primary Investigator & Site h
Information

*» Related Documents

Site Personnel (1)

Sites (1) » Submission Checklist
< m v C sb-astrazeneca-vev-preprod.veevavault.com g o[t =
3 B & T
e e ——— ® Vo propred - £ @
Home ESRInfo~  Library  Global Directory v  Reports v n
£ Extemally Sponsored Research > ESR-23-00019 1 of 1 records n ths st

The Amendment shows as Submitted and Amendment ESR ESR-23-00019 000001 | { Submitted ¢
© Amendment Review 19 Apr 2023 Show less =

Instructions for study a s ready for a review.

Review will appear in the taskbar with Due Date and
Instructions for the user assigned to the task.

| Amendments
~Amendments
System Details

Workflow Timeline

Description of Change Description of Change

Sharing Settings Amendment Type Revised Proocol

Amendment Date

Amendment Decision Date

Amendment Document 2

Amendment Document 3

» System Details

» Workflow Timeline
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If the Verdict of the Amendment Review is Additional
Information Requested, Additional Info Requested
for Amendment with Due Date and Instructions appears
in the taskbar.

Click Accept and provide Additional Information
for the Amendment record and upload the updated
document if required

Click Complete
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e0e < o~ 0 8 sb-astrazens ca-vev-preprod veavavault com < © =

3 B " o~

- Externally Spensored Research

W/ Vault Clinical sex Extemally Sponsored... * 5

- ™
ch Extemally Sponsored Reseal o O voveePods \ K @ I

Library  Global Directory ~  Repents +

T ]

101 1 recards inthis st

&

= - =3

[ Exemany seoren > ESRZ3-00019
ESR ESR-23-00019-A 000001 ' submitea
(©) Additional Info Requested for Amendment 19 Apr 2023 Show less
~Amendments
‘System Detalls
Workiiow Timeline

Amendment Number ESR-23.00019-Amendmeni-000001

Chenng Bazings Amandment Typa Rovised Prolacol
Amendment Date

Amenament Decision Date

Protosol

Deseription of Change Deseription of Change

Amendment Document 2

Amondment Document 3

» System Detalls

» Workflow Timeline
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10t 1 racorcs in s ist

000001 | Setrted & -
e Additional Info Requested for Amendment 19 Apr 2023 Show less
Instructions 2300018 for study ESR-23-0001 G ey Complete
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. ~Amendments
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Amendment Number ESR 23-00019-Amendment-000001

‘Sharing Settings

Amendment Date

Amendment Decision Data

Amendmen Type Revised Protocol

Deseriptian of Ghange Description of Ghange

Amendment Document 1 Proioeal Amendment - ESR-23-00023 (v0.1)

Amendmont Document 2

Amendment Document 3

» System Details

» Workflow Timelina
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eee < >/ M~ o i sb-astrazeneca-vey-preprodveevavault.com
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Vowun Vault - Externally Sponsored Research

[

Vault
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SBX Extemnally Sponsored ... ~ | Search Extemaly Sponsored Research

Home ESRIfo -  Lbrary  Global Directory = Rapors =

[ Extomaty Sponisorod Research > ESR-23-00019

10 1 recoros innis ist

7 ESRA ESR-23-00019-A d 000001 | Submitied pd
1) Adcitonstinfa Requsste for Amencmart 18 Apr 2023 Showloss p=—
e = e " i
A pop-up box appears e
Ly System Details T Amendmenty
Addltlonal Info RequeSted for Amendme Workfiow Timelne amenamenthumy PAdditional Info Requested for Amendment (.o e
Sharing Settings or stody
it s,
Amanamescasmont ‘
P el s Complete
X Pt oot
I ‘Amendment Dacument 2
1 Amenament Document
1
. 1 » System Detail:
Click Complete —mmmmmmmm - o Deilo
» Workflow Timeline
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ch am £ @
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Home. Library  Global Direclory v Reports =

[ Extomaly Sponsored Research > ESR-23-00018
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&

ESR ESR-23-00019-A 000001  submiteg
a Additional Info Added - Amendment Review 03 Apr 2023 Show loss.
st .
~ Amendments
System Delalls.

Workfiow Timeline:
Amenament Number ESR-23-00019-AMmen-000001

Additional Info Added — Amendment Review will appear
in the taskbar with Due Date and Instructions. ——

Amendment Decision Date

Amendment Document 2

Amendmont Document 3

» System Details

» Workflow Timeline
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VCV Walkthrough - How to create an Amendment

If the Verdict is Approved, the Amendment shows

as Approved in the Amendment record.

The Amendment Record shows as Approved

in the Amendment section

& sb-astrazensca-vcv-preprodvesvavault.com

"/ Veeva Vault - Externally Sponsored Research

W/ Vault Clinical sex Extemally Sponsored... = S

Externally Sponsored

@ vcv Pre-Frod = ¢

Libtary  Global Directory = Reports ~
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ESR ESR-23-00019-A 000001 Approved & -
~Amendments
System Detals
Workliow Timeline
‘Amendment Number ESR-23-00013-Amendment-000001 Description of Change Description of Change
Sharing Sattings Amendment Tye Revised Proiocol
‘Amendment Date
Amendment Decision Date
1 Prou ESR-2: 1)
Amendment Document 2
Amendmant Document 3
» System Details
» Workflow Timeline
eoe® (<> @~ © & sb-astrazeneca-vey-preprodveevavault.com & e o =
s ) * "/ Veeva Vault - Externally Sponsored Research +
W/ Vault Clinical sex ly ... = | Search Externally Sponsored Research o O VCV Pre-Pi
Home Info~  Library  Global Directory ¥ Reports v + Creat

0 Extemally Sponsored Research

Externally Sponsored Research: ESR-23-00019 ' Protocol Approved .
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Acknowledgement

General Information + Greate Q| showinta o1 e
G Amendment Number « Amendment Type Description of Change Amendment Date Litecycle State

Study information

£5R23.00013-Amend... Revised Proiocol Descripion of change Aoproved

Investigational Products (1)

Produet Shipments (0)

Budget / Support Information

Payments (0) » Review Log
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—— » Primary Resource Management
Classifcation

» Primary Investigator & Site Information
(0)

Regulatory Identifiers » Site Personnel
Publications (1)
Amendments (1) » Sites

Review Log (5)

» Communication Log
Primary Resource Management (3)

Primary Investigator & Site. » Related Documents
Information

Site Personnel (1) * Submission Checklist
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VCV Walkthrough - How to provide Final Deliverables

When the study shows as Closing, a task appears in the

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

Click Accept

Provide Final Deliverables and click Complete
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Complete
Instructions Study is ngu ey or s Pieasesee
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VCV Walkthrough - How to provide Final Deliverables

A pop-up box appears: Final Deliverables Requested.

Click Complete

ult Clinical sBx

# sb-astrazeneca-vcv-preprod.veevavault.com & [+ ] u 888

Veeva Vault - Externally Sponsored Research +

Externally Sponsored ernally Sponsored Research VCV Pre-Prod

Home  ESRInfo » Library

[ Externally Sponsored Research

Global Directory Reports »

46 of 217 records in this list < >

= Externally Sponsored Research: ESR-23-00019 (Clesing P

© closure checkiist 27 May 2023 Show less

Instructions Make sure:

@ Final Deliverables Requested 21 Jun 2023 Show less

Instructions Study ESR-23-00019 is now ready for submitting final deliverables. Please see the comments below.

Complete

undo acceptance

I Acknowledgement
General Information
Proposal Synopsis
Study Information
Investigational Products (1)
Product Shipments (0)
Budget / Support Information
Payments (0)

Milestones (5)
Contracts
Project Status Updates (1)

- = = = = = =Giassification — = = = = = =
Performance Assessments (0)
Regulatory Identifiers
Publications (1)

Amendments (1)

~ Raview | on (5)

~ Acknowledgement
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- — = ==
[}

Final Deliverables Requested X

Study ESR-23-00019 is now ready for submitting final deliverables. Please
based upon its review and acceptance of the Protocol as well the Sponsor and Principal

$xpertise and facllties wil be avallable for the conduct and completion of the Extamnally.

see the comments below.

*Required fo proceed Cs
= <l Complete

[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.

| have read and agree to the contents of the Collection Notice and the Terms and Conditions®.

| understand that completing this form expresses my interest in working with AstraZeneca and does not guarantee support for this Externally Sponsored Research”.
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VCV Walkthrough - How to view an audit trail

Study level audit trail

Once a study has been opened in VCV,
its Audit Trail may be viewed.

To view the Audit Trail for a study, click on
the three dots icon top right and select Audit Trail
from the drop-down menu

A pop-up box appears: Audit trail for Externally

Sponsored Research with ESR Number.
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& sb-astrazeneca-vev.

devveevavault.com
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e
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Jo Al Related Documents
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The Audit Trail may be searched

for related object

Sh

.

=

The Audit Trail may be exported as CSV or PDF by clicking

on the three dots icon top right in the pop-up box.
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Exemay Spensored
Researc Sty
ESR 2200289

Exermaly Spensored
Researc Stuy
ESR2200289

Exermaly Spensorsd
Researc Stuy
ESR2200288

Exomaly Sponsored
Researc : Sty

VCV Walkthrough - How to view an audit trail
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Timestamp v | al v
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Timestamp (dd MMM yyyy) ~ User Name
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Ewvent Description
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VCV Walkthrough - How to view an audit trail

Study level audit trail

Do you want to allow downloads on “sb-astrazeneca-
vev-iis-dev.veevavault.com”?

A further pop-up box appears with a prompt asking
if the user wants to download the Audit Trail.

“You can change which websites can download files in
Websites Preferences.

To download the Audit Trail, click Allow

00 Externally Sponsored Research- ESR-22-00289_audit_trail_as_of 2023 01.05_EST -
CEIEE (=] (= a)T](m] |G | o |
Vi) oo ATy nsort Tabla” Chari” ot Shaps Gotaborsa Fomat Grgansa
4 swenn sheet
Sheet Name
Shoot 1
D D | = |
04 Jan 20239:10:48 AW EST | System System | Extemal Sponsored Research : Sty :ESR-22:00260 | E0 A
EAA 2O0TE 04 Jan 2023 8:20:08 AM EST | System System Sty
[ 04 Jan 2023 8:20:08 AM EST | System System stugy
04 Jan 2023 8:20:08 AM EST | System System +Study: Edit [ OuplicateSheet |
VCV IIS DEV - Object Record Audit History 04 Jan 2023 8:20:08 AM EST | System System Study: ( Delete Shest )
04 Jan 2023 8:20:08 AM EST | System System Study Edit
The user can select to download 05 Jan 2023 4:35 AM EST ot sz waner st | e e i v
08 4an 20238:19:26 AM EST | System System - Stay:
the Audit Trail as a PDF or a CSV Showing events for: 30 Jan 2022 to 05 Jan 2023 04 Jan 2023.8:19:24 AM EST | System System sty
. 08 4an 20238:19:23 AM EST | System System Sty ea
Event Fiter: ™ 08 4an 20238:19:23 AM EST | System System - Stay:
) 08 4an 20208:19:23 AM EST | prermaluser el User 1 Sty
User Filter: "
04 Jan 2023 8:19:18 AM EST | System System : Study :
Object or Document Filter: "Externally Sponsored Research: ESR-22-00289" (04 o0 2023 8:1:13 AMEST| System System :Study:
08 Jan 20238:19:13 AM EST | prermaluser el User 1 Sty
04 Jan 2023 8:19:06 AM EST | System System : Study :
System System : Study : TaskAvallable
System System : Study : Edit
System System : Study :
el user el User 1 Sty
AM EST | System System : Study :
System System : Study :
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Object level audit trail — e.g. for investigational products TOEeiCE : == ==

Veeva Vault - Externally Sponsored Research +

It Clinical sex Externally Sponsored... ~  Search Externally Sponsored Research o Q £ @

Home  ESRIn Library  Global Directory +  Reports v ‘
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Acknowledgement
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To view the audit trail for an investigational product, Fross Sy » Proposa Synopsi
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click the three dots icon next to the product number ! pa— o= @) s
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Payments (0) [F| _Timestamp (dd MMM yyyy) _User Name Event Description Record 1-10f1
q q g Miestones (3) = ESR vestgatona
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Performance Assessments (0) 14Dec 2022912 AMEST  System Ifecycle state "Locked” 00289-AZD7594
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Object level audit trail
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W tosones () — | i Matehod Do i 050 KDIBOUANEST  omaserocnion
Conracs 1800202 T UANEST  Gvasrarenemeon T Lok ] Quntty Contracs st 10 Extemnal User 11 extemal_user_11...
s i ! .
- Gasscaton Approve Legal Hold VEST  asierecacom - d
from the drop-down menu. )| APPTOV LG Extemal User 12 external_user
Performance Assessmens (0) 14Dec 2022912 AMEST  System ooy st 5 accianRoles CIE=TERED nomal_user_1eb
ot a fssig e — e 8 ol User 13 extormat asen 1.,
RO PP 1iDocxzerzAnEST  Syam leacesa | AuditCreatedFromProposedAudit Regisio dendters oL use_ 1@ 5€ o
Amendments (1) Pusicatons (1 05 W TETANEST  asserecacom External User 14 external_user_14...
Review Log (6) » Bul ‘Sysiem on behaifofinlemal_user 1 “Lifecyck ' Batch Doc Add Amendments (1)
WO HRIRAUEST G asemncacom ik ¥ st s 10 - -
rmary Rosoucevansgomens) || ' Batch Doc Remove Reviow Log 6) VG osannreavest  memanecaon | Bemal User 16 external_user_16...
e e o000 ANEST o.orsu | o o ’ Extemnal User 16 external_user
i g Prmary Investgator & S » it
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Object level audit trail — e.g. for Product Shipments

+ Product Shipments

|+ Create
Product Shipment Number » Product
ESR-22-00289-P5-000... ESR-22-0

-

t trail

000 <[>| m v {0 J[

\/ Veeva Vault - Externally Sponsored Research

Vault Clinical sBx Externally Sponsored... v Search Externally Sponsored Research o Q

Home ESRInfo -  Library ~Giobal Directory v Reports v

[ Extemaly Sponsored Research Tof 7 records inthis st < >
- Externally Sponsored Research: ESR-22-00289 | Protocol Approved o~ ‘ V- I
Acknowledgement Wissiiic)

I ‘General Information » Proposal Synopsis 2}

Proposal Synopsis
Study Information » Study Information
Investigational Products (1)
G » Investigational Products ©
Budget/ Support Information ~ Product Shipments
Payments (0)
Milestones (3) + Create | P Q| showinTab 101 e
Cantracts’ Product Shipment N 'YX ict ‘Shipment Status Lot Number Request Date. Date Shipped
Classification
ESR 2200289500 | (2-00289-AZO7594 05 Jan 2023 01 dan 2023
Performance Assessments (0)
Reguiatory Identifers Py
Publications (1) (O Copy Record
Amendments (1) » Budget / Support Inforn VIEW |
Review Log (6) ‘ & Audit Trail ‘
Primary Resource @ » Payments 38 Sharing Settings
R I » Milestones &
Site Personnel (1)
» Contracts
Stes (1)
° a ¢l o o

"/ Veeva Vault - Externally Sponsored Research

Vault Clinical sBx Externally Sponsored... v  Search Externally Sponsored Research o Q

S0

Home ESRInfo~  Library  Global Directory v  Reports v

[0 Exterally Sponsored Research > ESR-22-00289

10f 1 records in his st

++ ESR Product Shipment: ESR-22-00289-PS-000001 (saved 2 —
eom
Shipment Details 000
v Shipment Details ‘ & Edt
Documents (0) © Copy Record —
System Detalls ViEW
Lot Number
Workflow Timeline $o All Related Documents
i Product ESR22:00288-AZD7594 Date Shipped 01 Jan 2023 & At Tral
‘Sharing Settings 32 Sharing Settings.
Dosage Formulation Tablets. ‘Shipment Status
Dosage Strength 500 mg ‘Quantity Drug Requested 0
Drug Expiration Date 31 Jan 2023 Quantity Drug Shipped 000
‘Supply Source Cost (USD)
Request Date 05 Jan 2023 Recelved Date
Shipment Type Tavlets Site. ESR22:0028551000001
» Documents
» System Details

» Workflow Timeline
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. . . .
Object level Audit Trail — e.g. for Product Shipments TR v e — s
° ° * Veeva Vault - Externally Sponsored Research A
Vault Clinical sBx Externally Sponsored ... v | Search Externally Sponsored Research o Q
Home ESRInfo~  Library  Global Directory v  Reports v
Audit trail for ESR Product Shipment : ESR Product Shipment: ESR-22-00289-PS-000001 x
3 Extemaly Sponsored Research > ESR-22:00289) 011 records i s st
 ESR Product Shipment: ESR-f e retsted ojects s
. . [ snipment Detaiis | b
o ~Sh
A pop-up box appears: Audit trail for ESR Produc o 0 - e— .
- SYetem Defsll O g ier o
Shipment with Shipment Numbe Viordow Tmane
304an 202 1005 4an 2023 (1 results)
‘Sharing Settings.
Timestamp (dd MMM yyyy) _ User Name Event Description Rocord
E5R Product Snipment
inemal_user_1@s0- ESR Product Shpment:ESR 22+ : ESR2200289-F5-
054an 2023 S4OAMEST  asrazencca com 00288-75-000001 created
by addi d lying fil f lated obj
y adding and applying filters for Related objects,
b-5te.000001
N
Timestamp, Event and User e
» Sy:
»Wo
fid- Cose
0 | @ sb-astrazeneca-vev-iis-dev.veevavault com >H D |- L @ sb-astrazeneca-vcy-iis-dev.veevavault.com 4 o [} £
R ——— FE I R —
o= el Vault Clinical sax -~ | Search ponsored Research
Home  ESRinfo - Library ~  Reports ~ Home ESRino~  Lbrary  Global Direclory > Reports v
Audit trail for ESR Investigational Product : ESR Investigational Product: ESR-22-00289-AZD7594 x Audit trail for Externally Sponsored Research : Externally Sponsored Research: ESR-22-00289 x
(00 Extemally Sponsored Research 1of17recordsinthislist < > (0 Extemally Sponsored Research. 1of 17 recordsinthislist < >
+ Externally Sponsored ReSearc yciude reated abjects ‘ b 1 ‘ D& - ¢ Externally Sponsored ReS€are uciuge reiatea ojects ‘ -
[[Acknouedgement »Ge : - ‘ [Fpcooniedgoment o Start typing to see a list of users
General Information P — el General Information User v n
I f Even t an d /or User are a d d e d Proposal Synopsis VP o - Action Proposal Synopsis Onaster Current User |
Study nformation y . et and complten of o Exmaty
Investgational Products (1) sty Oname Activate Investigational Products (1) ‘Showing event or 30.Jan 202210 05 Jan 2023 (174 results) Extra User 02 extra_user_02@sb-a... fudy St Stalare properyregstered
. . . RS ) = | Add Attachment Product Shipments (1) _ Research.  have read and agreefo e
as Tl te rs' a ye OW Ssearc e a p pea rs W|t s St i < Iy Srowing ovets for 30 Jan 2022 0 05 Jan 2023 (1 results) EEOED Timestamp (64 il yyyy)  UserNamo External User 1 extemal_user 1@ Hing i Asrazeneca snd does ot
I | - 5 submission to contact me by
d d f h g h 3 ent U ser Payments (0) (| _rimestame ammyyy) _username semossen | AU Autalink it Payments 1) ot use_1@s- External User 10 external user 10...
op-down menus from whic Vv or pen—" - n-. ~Add Matghed Doc e 0502023801 AMEST  astiazenecacom
p Contacis O XRTHAMEST  gurmsmmrenecneom T omed o] uaniny” . s 10 External User 11 external_user_11...
. A | -
Classificatior Approve Legal Hold MEST Si——— f— -
values may be selected. e o sy | PP o Extemal User 12 extenal user
e E ystem fecycle statg i internal_user_1@sb-
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Publction (1) VPR ioezzonmnEsT  sysem oo e | AuditCreatedFromProposedAudit Regusty ldentere tomal_er_1@st- 5€ o
Amendments (1) Puicatons (1) 052 TSTANEST  astasenecaiom Extemnal User 14 external_user_14...
Review Log (6) » Bul ‘System on behaifofintemal_user 1 “Lifecyck ' Batch Doc Add Amendments (1)
14Dec 22012 AUEST @b astazenscacom Sauec 010y tma_user._1s ter ser 15,
prmary Rescuro Manageent ) || « Batch Doc Remove Review Log (6) T s e | External User 15 external user 15..
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AT eRD D000 ANEST  seresirin S A A Extemnal User 16 external_user
St Personmel (1) > Mi ooty Tiomion Lt s
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Object level audit trail — other objects

The Audit Trails for Payments, Milestones, Project Status Updates,
Performance Assessments, Publications, Amendments, Review
Log, Primary Resource Management, Primary Investigator & Site

Information, Site Personnel, Sites and Communication Log may be
viewed in exactly the same way as the Audit Trails for
Investigational Products and Product Shipments.

To view the Audit Trails for other objects, open the relevant
section, click the three dots icon next to the relevant number,
then click Audit Trail;

- or -
open a relevant sub-section then click on the three dots icon top
right and select Audit Trail from the drop-down menu.




VCV Walkthrough - How to view an audit trail

Audit trail - users

Although it is not possible to view an audit trail for documents stored in the study’s Related Documents section,
the user who created a file and the user who last modified a file may be viewed, firstly by clicking on the

document number in the Related Documents section and secondly by opening the File Info section
on the righthand side of the screen.

<> (D] C sb-astrazeneca-vov-iis-devveevavaultcom 5 o[t = e0e <[>|(m- © a
B ]« 1/ Vesva Vaul - Protocol-£5R-22:00212
= v .
\/Vault Clinical ssx Externally Sponsored... ~ | Search Externally Sponsored Research \/Vault Clinical sex Externally Sponsored... v | Search Externally Sponsored Research
Homo  ESRino- Ubray GobalDiccory = Roports = =38 Wome  ESRino- Lbay GbalDiecory = Repris
[ Extemally Sponsored Research 10of 17 records in this list < > 0O Extemally Sponsored Research > ESR-22-00289 10f 5 documents in this list < >
Externally Sponsored Research: ESR-22-00289 ' Protocol Approved -0
Y Sp 24 ¢ = & Protocol-ESR-22-00212 (v1.0) Asproved Y@
Acknowledgement » Communication Log
neaQ Al et v Gv- + Xt DO~ INFORMATION L4RNG)
General Information
Proposal Synopsis ~ Related Documents » General
o b

Study Information F ada QA showind 15015 ~File Info
Investigational Products (1)

Name ~ subtype. Description status Created By Created Dat File Name  Protocoldocx B
Product Shipments (1) Size 11.7KB.

Protoco-ESR-22-00212 Inital Protocol Inital protocol Agproved Extemal User 73 24 0ct 2022 PROTOCOL TESTING
Budget / Support Information Format Microsoft Word Document 2

Protocol ¢ Protocol Amendment Dratt Intemal User 1 04 Jan 2023
Payments (1) File Created By Kuszczak, Katarzyna on 13 Oct 2022
o) Protocol Amendment - ESR-22-0027 Protocol Amendment asd Draft Sergio Pina (vesvacom) 2 Nov20zz 9:44 AMEDT B

Fil Last Modified By  Kuszczak, Katarzyna on 13 Oct 2022
Contracts Pcv- o o Dt Extemal User 12 25 Mg 2022 pyryertes
Project Status Updates (1) Budget - ESR-000235 Budget der Draft Intemal User 6 05 May 2022 Pages 1
Classification Author Kuszczak, Katarzyna
Performance Assessments (1) + Melrics
Regulatory Identiiers » Submission Checklist
* Additional Information

Publications (1)
Amendments (1) » Workflow Timeline » TMF Bot
Review Log (6) » Clinical Transfer
Primary Resource Management (3) »
Primary Investigator & Site
Information
Site Personnel (1)

Gff Protocol-ESR-22-00212 (v1.0)

, , , - Approved
Hovering the cursor over the document number brings up a pop-up box identifying ESR-0653— il protocol

the user who last modified the document and the date when this took place. ESKSIARY, S o s sdon ElOCUments

Initial Pratoec!

Last madified by Inlemal User 1
15 Dac 2022
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VCV Walkthrough - How to upload a document

Related Documents .

e (<[> | D|v L & sb-astrazeneca-vev-preprod.veevavault.com 9 o &
5] * '/ Veeva Vault - Externally Sponsored Research +
\/ Vault Clinical sex Externally Sponsored... v  Search Externally o Q VCV Pre-Prod £ ¢
Home SRinfo~  Library  Global Directory v  Reports v
3 Extemaly Sponsored Research
Externally Sponsored Research: ESR-23-00017 ' Proposal Not Submitied Cancel
posaraymop:
Acknowledgement
General Information » Study Information
Proposal Synopsis:
Study Information » Investigational Products
Investigational Products (2) 5
» Budget / Support Information
Budget / Support Information
Publcations (1) » Publications
Primary Resource Management (0)
Primary Investigator & Site » Primary Resource Management
Information
Site Personnel (1) » Primary Investigator & Site Information
Sites (1)
T
Related Documents (0) Site Fersonel
‘Submission Checklist » Sites
Workflow Timeline
— — — — — — . *Rolated Documents
Sharing Settings
» Submission Checklist
» Workflow Timeline
() a 9 o M| =

Home.

Info ~  Library

To upload a document for an ESR study, go to
the Related Documents section and click +Add

(3 Externally Sponsored Research

Global Directory =

"/ Veeva Vault - Externally Sponsored Research

Externally Sponsored... v Search Externally Sponsored Research

Reports ~

Externally Sponsored Research: ESR-23-00017 ' Proposal Not Submitted

=]

Cancel sm

=

Acknowledgemant

General Information
Proposal Synopsis

Study Information

Investigational Products (2)
Budget / Support Information
Publications (1)

Primary Resource Management (0)

Primary Investigator & Site
Information

Site Personnel (1)
Sites (1)
Related Doct

ents (0)
‘Submission Checklist

Workflow Timeline

Sharing Settings

~ Related Documents

+ Add

No items found

» Submission Checklist

» Workflow Timeline
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Related Documents rrGHIGE o : -

Y I N/, Veeva Vauit - Extonally Sponsorad Research
Vault Clinical sBx Externally Sponsored ... v | Search Externally Sponsored Research o Q VCV Pre-Proc
Search: Documents x
Home ESRInfo~ Library  Global
03 Extemally Sponsored Research (=D © Q B AlDocuments  ~
> Fiters

' Externally Sponsored Researcl

- Document Name 12501334 ¢ 1114
_———— e ATIWRIODENL. — — —]p  + Create
1 General Information 2010 (v0.1) —
= = y
A ind .S h: D I FEETIIES A A S—
pop-up window appears: Search: Documents. i ’s v
1 2022-04-21 12_48_38-R15.0 Release Planning - [PLACEHOLDER] _ Microsoft Draft
1 Investigational Products (2) T Tl Teams (v0.1)
1 Budget / Support Information & == EsR0436
X G (=4 Exemaly Sponored Researeh Documeris > Reguaory
. Primary Resource Management (0) BT 2022-12-07 11_24_37- (v0.1) Draft
ESR0433
X prmay vetger i S
1 Stte Personnel (1) [3) Budget - ESR-22-00001 (v0.1) Oratt
| ) ESR0006
Extemally Sponsored Research Documents > Budget
1 GEHEREEr RN A [3) Budget - ESR-22-00002 (v0.1) Draft B
1 Submission Checkist ESR0001
Workflow Timeline » Sul Extemally Sponsored Research Documents > Budget
[}
—_———— === - o [3) Budget - ESR-22-00003 (v0.1) Oratt
h I h I k CI I k c ‘Sharing Settings. [ ESR0012
the list then click Close, or click Create S ——
A Buidnat - £QB.2D.ANANT M 11 —
Close
v C sb-astrazeneca-vev-preprod veevavault.com

Externally Sponsored... v | Search Externally Sponsored Research

Home ESRInfo~  Lbrary  Global Directory v  Reports v

Upload Files (Step 1)

If Create is selected, a new field appears:

or select files to upload:

&

Upload Files (Step 1).

Files for upload cannot exceed 4 GB in size. Files over 4 GB and Audio/Video fles over 4 GB will not be rendered Leam more.

Choose document type and field values
Document Type

Select a document type, subtype, or dlassification ™

Cancel
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Related Documents T :

9 B &

\/ Vault Clinical sex Externally Sponsored... v | Search Externally Sponsored Research o Q vovpepod -\ K @

Home ESRino~  Lbray  Global Diectory +  Reporis = =3B

Upload Files (Step 1)

Follow the instructions to upload files

ot Choose document type
Select a document type and click OK to continue
Type™:
Please select _
Subtype:
Classification: ’
Choose document type and subtype from the o
drop-down menu, and click OK then click Next
OU0 Eeed T2l 10} O © O (& )| =
IR / Veeva Vaut - Inbox Upload o
Ex(ems\lyspcnsomd... ~ | Search Externally Sponsored Research o Q voveePod- \/ £ @
Home ESRInfo~  Library  Global Directory v  Reports v -

«Backto Step 1

Upload Files (Step 2)
V'S
Field appears: Upload Files (Step 2).

~ General*

Name* (This document wil be
automatically named)

Dummy Pl cudoex Description®
12K8

Type Extemally Sponsored
Research Documents

Subtype CV
Version 0.1
Milestones

Fill in the mandatory yellow field and click Save P—

Externally Sponsored ESR-23-00017
Research®

Tags

» Additional Information

*» Product Information

+ TMF Bot

+ Clinical Transfer
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Related Documents

< 0 |v ( b- lis-cev.y om & O M| =

\'/Vau[t Clinical sBx Externally Sponsored Search Externally Sponsored Research
Home ESR Info ~ Library Global Directory » Reports » n
[ Externally Sponsered Research 10f 17 records in this list < >
Externally Sponsored Research: ESR-22-00285 | ciosing & o
Acknowledgement

» Site Personnel
General Information

Proposal Synopsis » Sites
Study Information
Investigational Products (1) » Communication Log
Th I d d d m nt h W, Product Shipments (0)
e Up oade ocu e SIS + Related Documents
. . Budget/ Support Information
in the Related Documents section. D + s Ql swwnmn 1a0rs
Milestones (3) Name + Subtype Description Status Created By Created Date
Contracts Protocol-ESR-22-00079 Initial Protocol proto Dratt Extemnal User 6 28 Oct 2022 211
Project Status Upaates (1) PICV- cv grzqrz Draft External User 6 26 Oct 2022 11:
Classification
Budget - ESR-000235 Budget der Draft Intemal User 6 05 May 2022 6:(

Performance Assessments (0)
Regulatory Identifiers.

Publications (1)
» Submission Checklist

Amendments (0)

Review Log (6) » Workflow Timeline
Primary Resource Management (3)

Primary Investigator & Site
Information

Site Personnel (1)



Any questions? VCV for ESR

If you have any questions about VCV or your ESR,

please contact the AstraZeneca Local Coordinator Externally Sponsored Research
for your study.

Return to Contents
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